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The Honorable Board of Supervisors
County of Los Angeles

383 Kenneth Hahn Hall of Administration
500 West Temple Street

Los Angeles, California 90012

Dear Supervisors:

APPROVE THE INTRODUCTION AND SCHEDULING FOR ADOPTION OF
AN ORDINANCE TO AMEND TITLE 11, HEALTH AND SAFETY, OF
THE LOS ANGELES COUNTY CODE, RELATING TO REQUIREMENTS
FOR THE COLLECTION AND DISPOSAL OF UNWANTED
PHARMACEUTICAL DRUGS AND SHARPS
(ALL DISTRICTS)

(3 VOTES)

SUBJECT

Approve the recommendations to introduce and schedule for adoption an ordinance to amend Title
11, Health and Safety, of the Los Angeles County Code, relating to requirements for the safe,
convenient, and sustainable collection and disposal of unwanted pharmaceutical drugs and sharps
by County residents.

IT IS RECOMMENDED THAT THE BOARD:

1. Find that the Ordinance is categorically exempt under the provisions of the California
Environmental Quality Act (CEQA) pursuant to Sections 15307 and 15308 of the State CEQA
Guidelines for reasons stated in this letter, the attached CEQA findings, and the record of the project.

2. Approve the introduction, and place on the Board of Supervisor's agenda for adoption on May 10,
2016, the attached Ordinance that amends Title 11, Health and Safety, of the Los Angeles County
Code, relating to the requirements for the collection and disposal of unwanted pharmaceutical drugs
and sharps.

3. Delegate authority to the Director of the Department of Public Health to adopt regulations, as may
be needed, relating to implementation of the Ordinance.
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4. Instruct the Director of the Department of Public Health to return to the Board with a schedule of
fees to defray the County’s regulatory oversight costs.

PURPOSE/JUSTIFICATION OF RECOMMENDED ACTION

Justification of Recommended Action

Nationwide 200 million pounds of pharmaceutical drug (drug) waste is generated, and much of this
waste is either being stored in household medicine cabinets or disposed of improperly through
sewers or waste systems. Excess drugs in homes create significant opportunities for unintentional
poisonings, illegal distribution, substance misuse and abuse and environmental contamination.
Improper household disposal of unwanted drugs and sharps leads to environmental contamination
and creates potential health risks to children and teens, sanitation and sewage treatment workers,
and the beach-going public.

In a County with nearly 3.5 million households, disposal options are limited to Countywide Household
Hazardous Waste (HHW) take-back events, drug collection bins at 21 Sheriff’s stations, and 77
sharps collection locations, 33 of which are County operated. This is inadequate for providing 10
million County residents convenient and accessible disposal solutions. Furthermore, it places the
burden and responsibility for resolving the drug and sharps disposal issue on local government and
the taxpayers of Los Angeles County.

With the growing awareness of the problems that unused drugs and sharps pose, Congress passed
the Secure and Responsible Drug Disposal Act in 2010, for the purpose of expanding available
options to collect and dispose of controlled substances in a secure, convenient and responsible
manner recognizing in the Act that: “Individuals seeking to reduce the amount of unwanted
controlled substances in their household consequently have few disposal options beyond discarding
or flushing the substances, which may not be an appropriate means of disposing of the substances.
Drug take-back programs are also a convenient and effective means for individuals in various
communities to reduce the introduction of some potentially harmful substances into the environment,
particularly into water.” Consistent with this Act, the federal Drug Enforcement Agency (DEA),
developed regulations to expand take-back programs. Additionally, the federal Environmental
Protection Agency and the federal Food and Drug Administration have both identified local take-back
programs as the “first choice” or “best option” for safely and conveniently collecting these products.

Based on the direction of the federal government, the State Legislature attempted to pass a number
of bills to establish product stewardship programs for drugs and sharps. However, there has been
strong opposition from drug and sharps manufacturers and, to date, these bills have failed to pass
the Legislature. Consequently, a number of counties have sought solutions at the local level, and
have adopted take-back ordinances requiring manufacturers or retailers to undertake residential
collection, transportation, and disposal of unwanted drugs and/or sharps.

Purpose of Recommended Action

Recognizing all of these facts, on August 11, 2015, the Board instructed the Chief Executive Officer
(CEO), in collaboration with the County’s Sustainability Council (Sustainability Council), and the
Extended Producer Responsibility Working Group (EPR Working Group), including County Counsel,
the Sheriff, the Departments of Health Services (DHS), Internal Services (ISD), Mental Health
(DMH), Public Health (DPH), Public Works (DPW) and the Sanitation Districts of Los Angeles County
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to “Draft an ordinance which requires manufacturers and producers of prescription and
nonprescription drugs and sharps to develop product stewardship take-back programs to collect,
transport and dispose of unused and unwanted pharmaceuticals and sharps waste from County
residents.” As stated in the motion, the objective was to: provide County residents with access to
safe, convenient, and sustainably financed take-back options to dispose of pharmaceutical drugs
and sharps waste; and generate awareness about the collection program that would be created by
the Ordinance. The Board also instructed the EPR Working Group to engage in a stakeholder
process prior to preparation of the Ordinance.

This Board action is consistent with the Board’s prior adoption on November 5, 2008 of a resolution
supporting Extended Producer Responsibility (EPR). EPR, also called Product Stewardship, is a
strategy that places responsibility for end-of-life management of consumer products on the
manufacturers of the products, while encouraging product design that minimizes negative impacts on
human health and the environment at every stage of the product’s lifecycle.

The purpose, as stated in the Ordinance, “is to establish a Pharmaceutical Drugs and Sharps
Stewardship Program that: 1) Allows for the safe, convenient and sustainable collection and
disposal of Unwanted Covered Drugs and Unwanted Sharps by County residents, and 2) Protects,
maintains, restores and/or enhances the environment and its natural resources.” The Stewardship
Program will be designed, operated and funded by the Pharmaceutical Drug and Sharps industries
with oversight by DPH.

Adoption of the Ordinance (Attachment I), will require the “Responsible Stewards” of “Covered
Drugs” or “Sharps”, as defined in the Ordinance, to: 1) Finance, develop and implement a
Stewardship Plan (Plan), approved by the Director of Public Health or her designee, for the
collection, transportation and disposal of “Unwanted Covered Drugs” and/or “Unwanted Sharps”; 2)
Provide ongoing, reasonably convenient and equitable access for all County residents in the “Service
Area” to collection sites; 3) Provide mailers and mail-back services, free of charge, to residents in the
“Service Area’, upon request; 4) Conduct collection events, as described in the Ordinance; 5)
Develop, implement and assess a promotion, outreach, and public education strategy for residents,
pharmacists, veterinarians, retailers, and health professionals who interact with patients on the
proper disposal of Drugs and Sharps; and 6) Pay fees, to be adopted by the Board at a later time, to
cover DPH’s reasonable costs for regulatory oversight as detailed in the Ordinance.

In addition, DPH may work with Responsible Stewards, no less than annually, to define goals and
evaluate performance, including, but not limited to collection amounts, education and promotion for a
Stewardship Plan. Furthermore, the Director shall report to the Board two years from the effective
date of adoption of this Ordinance on the status of the Stewardship Plans and thereafter on an as-
needed basis.

The Director may adopt regulations and guidelines necessary to implement, administer, and enforce
the Ordinance. Furthermore, the Ordinance allows for “Potential Authorized Collectors”, registered,
or that may apply to register with the DEA, such as a manufacturer, distributor, reverse distributor,
narcotic treatment program, retail Pharmacy or a hospital/clinic with an on-site Pharmacy; and law
enforcement to voluntarily participate in the Stewardship Plan for collection of Unwanted Covered
Drugs and Unwanted Sharps.

Attachment Il is the Pharmaceutical Drugs and Sharps Take-Back Program Report (Report) prepared
by the EPR Working Group. The Report includes: 1) An Executive Summary highlighting
justification for the Ordinance, Ordinance requirements, and the implementation date; 2) Introduction
highlighting the take-back options of the Ordinance; 3) Background on related Board actions, Board
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policy, County programs, County supported legislative efforts, the County survey, stewardship
programs in other jurisdictions, and supporting data and information; 4) Stakeholder engagement
process including the stakeholder meetings involving the Technical Advisory Group (TAG) and the
general public, and the EPR Working Group’s conclusions based on stakeholder feedback; 5)
Purpose of the Ordinance; 6) Key Elements of the Ordinance; 7) Implementation timeline; 8) Fiscal
Impact of the Ordinance; 9) Matrix of Potential Roles and Responsibilities; and 10) Frequently Asked
Questions.

The Ordinance and all supporting documents have been reviewed and approved by County Counsel,
the Sheriff, and the Department heads of DPH; DPW; ISD; DMH; and DHS; the General Manager of
the Sanitation Districts of Los Angeles County; and the Sustainability Council. The EPR Working
Group representatives also provided briefings to the Council during the Ordinance development
process.

March 22, 2016 Board Motion

On March 22, 2016, the Board directed the CEO to report back on the status related to inquiries and
calls the County had received about the implementation of a product stewardship take-back
program. The CEO and the Working Group reviewed the inquiries presented to the County
regarding implementation of the program. It was determined that the Board Letter, Board Report,
Ordinance, and CEQA Findings address the inquiries received and therefore, these documents are
submitted for the Board’s consideration.

Stakeholder Engagement Process

As directed by the Board in the August 11, 2015 motion, the EPR Working Group conducted four
meetings with the TAG, which was comprised of representatives from: 1) Drug and sharps
manufacturing industries; 2) Pharmacies and retailers, including distributors/wholesalers; 3) Hospital
associations; 4) Waste management businesses; 5) Sanitation agencies including waste-water
treatment facility operators; 6) Environmental advocacy organizations; and 7) Public interest
organizations. A list of TAG participants is provided in the Report. Additionally, two general public
meetings were held to obtain additional input from interested stakeholders. Representatives of the
EPR Working Group also met with the City of Los Angeles, the San Gabriel Valley Council of
Governments, Contract Cities, and the League of Cities, and attended the Las Virgenes-Malibu City
Manager’s Meeting. Conference calls and meetings were also conducted with the sharps
manufacturing industry, the drug manufacturing industry, pharmacies and retailers, including
distributors/wholesalers, and hospital associations as well as Kaiser Permanente.

The preliminary Draft Ordinance was shared with the TAG and all interested stakeholders on
November 5, 2015, and made publicly available on DPH’s website. The Draft Ordinance was
discussed at the TAG meeting, as well as at the public meeting on November 13, 2015, to solicit
input and comments. As a result of input received on the preliminary Draft Ordinance during the
comment period, the Draft Ordinance was further revised and shared with the TAG and all interested
stakeholders, and released to the public on DPH’s website on January 5, 2016. Written comments
received by the EPR Working Group from all stakeholders and responses to their comments from the
meetings and their comments related to the Draft Ordinance are available on
http://publichealth.lacounty.gov/pharma.htm.

Although the August 11th motion specifically directed the EPR Working Group to develop a draft
stewardship ordinance, at the request of industry stakeholders, the EPR Working Group evaluated
all potential alternatives, including a voluntary program and a program emphasizing outreach and
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education. The EPR Working Group determined that the proposed alternatives would not in and of
themselves meet the County’s objectives to provide County residents with safe, convenient, and
sustainably financed take-back options. Further, it was determined that an outreach and education
campaign must be implemented in conjunction with providing residents options that maintain public
health and safety and safeguard the environment from potential impacts, thereby discouraging the
option of disposal in the trash or sewer system.

Implementation of Strategic Plan Goals

The Countywide Strategic Plan directs the provisions of Operational Effectiveness and Fiscal
Sustainability (Goal 1), Community Support and Responsiveness (Goal 2), and Integrated Services
Delivery (Goal 3). Adopting the accompanying Ordinance to amend the Health and Safety Code is
consistent with these goals.

FISCAL IMPACT/FINANCING

The full cost to implement the Stewardship Plan(s) will be funded by the Responsible Steward(s),
group of Responsible Stewards, and/or Stewardship Organization(s). Such Stewardship Plan(s)
may offset a portion of the costs of existing County programs identified in the Report, Attachment II.

Additionally, the Ordinance requires Responsible Stewards to defray the DPH regulatory oversight
costs through the collection of public health fees. DPH estimates that its oversight regulatory
activities for this program, including reviewing plans and overseeing compliance with the Ordinance,
will require at least four and one-half additional full-time equivalent positions estimated at $644,000
in the first year of the program.

The Director will propose to the Board a schedule of fees to be charged to each Responsible
Steward, group of Responsible Stewards, and Stewardship Organization to cover the costs of
administering and enforcing the Ordinance. The Board must approve the schedule of fees for it to
become effective.

Finally, under the provisions of the Ordinance, consumers may not be charged a point-of-sale fee to
recoup the costs of any Plan, nor can they be charged a collection fee at the time the Drugs or
Sharps are collected.

FACTS AND PROVISIONS/LEGAL REQUIREMENTS

On August 11, 2015, the Board approved a motion which directed the CEO, in collaboration with the
Sustainability Council, and the EPR Working Group to:

1. Draft an ordinance which requires manufacturers and producers of prescription and
nonprescription drugs and sharps to develop product stewardship take-back programs to collect,
transport and dispose of unused/unwanted pharmaceutical and sharps waste from County residents;

2. Initiate stakeholder engagement with the pharmaceutical industry, and other stakeholders to
solicit feedback on the ordinance; communicate the need to provide safe, convenient, and
sustainably financed take-back options for consumers to properly dispose of pharmaceutical and
sharps waste; and generate awareness about the collection program that will be created;
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3. Return to the Board within six months with the recommended ordinance for consideration.

The Board amended the motion to have the stakeholder process occur first before the ordinance
was drafted.

If adopted, the Ordinance would be enforceable in the County unincorporated areas, and later in
cities within the County, if adopted by their respective City Councils.

ENVIRONMENTAL DOCUMENTATION

The proposed Ordinance is within a class of projects that are exempt from further CEQA analysis, in
that it meets the criteria set forth in Section 15307 and 15308 of the State CEQA Guidelines.
Specifically, adoption of the Ordinance is an action taken by the County in a regulatory capacity to
provide for maintenance, protection and/or enhancement of natural resources and the environment,
and it contains procedures for the protection of the environment. Attachment Il sets forth findings in
support of these categorical exemptions for the Board’s consideration and recommended adoption.

There is a growing body of evidence that when drugs enter the waste stream through the sewer
system, trash, and/or septic systems, they have a deleterious impact on the environment, including
the water supply system. Improperly disposed sharps also present public health and environmental
hazards. Providing residents with a safe, convenient alternative to flushing, or discarding these
materials into the trash will help protect the environment and natural resources by reducing the
amount of these products that are placed into the environment while also keeping them out of the
hands of people who may abuse or be injured by them.

Specifically, the proposed Ordinance will require Responsible Stewards to provide safe and
convenient options for residents to return Unwanted Covered Drugs and Unwanted Sharps; and to
transport and dispose of the Drugs and Sharps in an environmentally safe manner. In addition, there
are no unusual circumstances or limiting factors that would make these exemptions inapplicable
based upon the project record.

Upon the Board's adoption of the Ordinance, including the findings set forth in Attachment Ill, the

Director of DPW will file a notice of exemption with the Los Angeles County Registrar
Recorder/County Clerk.

IMPACT ON CURRENT SERVICES (OR PROJECTYS)

The County will continue to maintain the current programs as described in the Board Report,
Attachment Il. Once the Plans are approved by the Director of Public Health or her designee, some
of the costs associated with the existing County programs, such as the disposal of collected Drugs
and Sharps, may be covered by the Responsible Stewards as part of their Plans. Implementation of
the Plans is anticipated to begin in September 2017.

CONCLUSION

It is requested that the Executive Office, Board of Supervisors, return conformed copies of the
adopted recommendations, and the certified Ordinance to County Counsel, the CEO, Directors of
DPH, DPW, ISD, DMH, and DHS; the Sheriff, the Sanitation Districts of Los Angeles County, and the
Sustainability Council.
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Respectfully submitted,
SACHI A. HAMAI
Chief Executive Officer

Cynthia A. Harding, M.P.H.
Interim Director

SAH:JJ:DH:DB
DSP:MJS:acn

Enclosures

C. Executive Office, Board of Supervisors

County Counsel

Sheriff

County Sustainability Council
Health Services

Internal Services

Mental Health

Public Health

Public Works

Sanitation Districts of Los Angeles County

Spet Jartes

GAIL FARBER
Director
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ANALYSIS

This ordinance amends Title 11 - Health and Safety of the Los Angeles County
Code, by adding Chapter 11.17, relating to requirements for the safe, convenient, and
sustainable collection and disposal of unwanted pharmaceutical drugs and unwanted
sharps.

The ordinance requires manufacturers of certain pharmaceutical drugs and
sharps that are sold, offered for sale, or otherwise distributed for use in the County to
create and fund a stewardship program that provides safe, convenient, and legal means
of disposal of said drugs and sharps for County residents.

Collection areas will be limited to the unincorporated County and may include
any incorporated city for which the County Department of Public Health acts as the local
health officer if the respective city council adopts the requirements of the ordinance into
its municipal code.

MARY C. WICKHAM
County Coungtid -

By '/

GRAI/E V., CH: NG
Principai Deputy County Counsel
Health Services Division

GVC:sc

Requested: 1/6/16

Revised: 4/8/16
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ORDINANCE NO.

An ordinance amending Title 11 — Health and Safety of the Los Angeles County
Code, by adding Chapter 11.17, relating to requirements for the safe, convenient, and
sustainable collection and disposal of unwanted pharmaceutical drugs and sharps.
The Board of Supervisors of the County of Los Angeles ordains as follows:

SECTION 1. Chapter 11.17 is hereby added to read as follows:

Chapter 11.17 Stewardship Program for Collection and Disposal of

Unwanted Covered Drugs and Unwanted Sharps.

11.17.010 Title.

11.17.012 Purpose.

11.17.015 Findings.

11.17.020 Definitions.

11.17.030 Stewardship Plans — Participation.

11.17.040 Stewardship Plans — Components.

11.17.050 Stewardship Plans — Collection of Unwanted Covered

Drugs and Unwanted Sharps.

11.17.060 Stewardship Plans — Disposal of Unwanted Covered

Drugs and Unwanted Sharps.

11.17.070 Stewardship Plans — Costs to Be Borne by Responsible
Stewards.
11.17.080 Stewardship Plans — Reporting Requirements.
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11.17.090

Stewardship Plans — ldentification of Responsible

Stewards of Covered Drugs and Sharps.

11.17.100 Stewardship Plans —- Review.

11.17.110 Stewardship Plans — Prior Approval for Changes.

11.17.120 Stewardship Plans — Enforcement and Penalties.

11.17.130 Stewardship Plans — Requlations, Guidelines, and
Reports.

11.17.140 Stewardship Plan — County Review and Oversight Fees.

11.17.150 Information Required at Point of Sale.

11.17.160 Stewardship Plans — Promotion, Outreach, and
Education.

11.17.170 Undertaking for the General Welfare.

11.17.180 Compliance With Federal, State, and Local Laws.

11.17.190 Severability.

11.17.010 Title.

This Chapter may be cited as the Pharmaceutical Drugs and Sharps Collection

and Disposal Stewardship Ordinance.

11.17.012

Purpose.

The purpose of this Chapter is to establish a Pharmaceutical Drugs and Sharps

Stewardship Program that: (1) allows for the safe, convenient, and sustainable

collection and disposal of Unwanted Covered Drugs and Unwanted Sharps, and
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collection and disposal of Unwanted Covered Drugs and Unwanted Sharps, and
(2) protects, maintains, restores, and/or enhances the environment and its natural
resources. Said Stewardship Program shall be designed, operated, and funded by the
Pharmaceutical and Sharps industries with oversight by the County Department of
Public Health.

This Chapter is intended to supplement the provisions of State law by prescribing
higher standards of sanitation, health and safety where not preempted by federal or
State law.

11.17.015 Findings.

In adopting this Chapter, the Board of Supervisors recognizes and hereby adopts
the following, non-exhaustive list of findings:

A. Pharmaceutical drugs allow people to live longer, healthier, and more
productive lives. |

B. A Mayo Clinic study issued in June 2013 found that nearly seventy
percent (70%) of Americans take at least one (1) prescription drug, up from forty-eight
percent (48%) in 2007-2008. As an example, the Centers for Disease Control and
Prevention reported that in 2012, health care providers in the United States wrote two
hundred and fifty-nine million (259,000,000) prescriptions for painkillers alone, enough
for every American adult to have a bottle of such pills.

C. Estimates show that forty percent (40%) of pharmaceutical drugs
prescribed to consumers in the United States each year are never entirely used. There

are a number of reasons for this. For example, a patient's course of treatment may be

HOA. 100498853.1 3



modified or discontinued, and some medications are prescribed on an "as needed"
basis.

D. Many residents are unsure of safe disposal methods for their unwanted
drugs and sharps, and proper disposal services are limited. These situations can
negatively impact the environment and represent a significant public health problem.

E. Improper disposal of unwanted drugs provides a pathway for active
pharmaceutical compounds to enter the environment, including the water supply. The
United States Environmental Protection Agency ("EPA"), for example, recognizes that
disposal of unwanted pharmaceutical drugs in the toilet, sink, and household trash
contributes to the presence of active pharmaceutical compounds in some groundwater
and drinking water. Reducing the amount of pharmaceutical drugs that are disposed in
this manner will help reduce the presence of phanﬁaceutical drugs in the environment.

. Failure of consumers to properly dispose of their leftover, expired, and
otherwise unwanted pharmaceutical drugs can lead to pharmaceutical drug abuse,
addiction, and overdoses. According to the Health Officer for Los Angeles County,
pharmaceutical drug abuse has become one of the fastest growing public health
concerns in the United States, and in Los Angeles County. Results from the 2013
National Survey on Drug Use and Health indicate that about 15.3 million people aged
twelve (12) or older engaged in non-medical use of pharmaceutical drugs during the
year prior to the study. Seventy percent (70%) of those addicted to pharmaceutical
drugs say they first accessed pharmaceutical drugs by taking them from friends and

family who kept them unlocked in the house.
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G. In addition, deaths from drug overdose have been rising steadily over the
past two (2) decades. Every day in the United States, on average, one hundred and
thirteen (113) people die as a result of drug overdose, and another six thousand seven
hundred and forty-eight (6,748) are treated in emergency departments for the misuse or
abuse of pharmaceutical drugs. In 2011, eighty percent (80%) of the forty-one
thousand three hundred and forty (41,340) drug overdose deaths in the United States
were unintentional. In Los Angeles County from 2000 to 2009, there were eight
thousand two hundred and sixty-five (8,265) drug-related deaths.

H. The accessibility of pharmaceutical drugs that are not properly disposed of
can also lead to unintentional poisonings. Nearly nine (9) out of ten (10) poisoning
deaths are caused by pharmaceutical drugs.

l. The EPA also estimates that about eight million (8,000,000) people in the
United States use more than three billion (3,000,000,000) needles, syringes, and
lancets each year.

J. Improper disposal of needles, syringes, and lancets, commonly known as
"sharps," puts many people at risk of injury and serious infection. There are frequent
reports of workers at waste facilities, recycling centers, parks, recreation centers, hotels,
health clubs, and other places finding and being injured in the workplace by Sharps that
have been disposed of improperly. Additionally, flushed sharps can make their way to

beaches and streams, creating a risk of injury to individuals, including children.
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K. Although it is illegal to dispose of unwanted sharps in the trash or down
the toilet, there are limited options available for County residents to legally and
conveniently dispose of their unwanted sharps.

L. There is a considerable need to provide residents in Los Angeles County
with safe, convenient, and sustainable methods for disposal of unwanted
pharmaceutical drugs and sharps. Since 1988, the County has funded various
programs that collect and dispose of expired or unused pharmaceutical drugs and
sharps waste. These programs collect more than fifty thousand (50,000) pounds of
pharmaceutical drugs and sharps waste annually but they do not offer adequate
disposal options for the County's ten million (10,000,000) residents.

M. On November 5, 2008, the Los Angeles County Board of Supervisors
adopted a resolution supporting Extended Producer Responsibility (EPR), also called
Product Stewardship. EPR is a strategy that places responsibility for end-of-life
management of consumer products on the manufacturers of the products, while
encouraging product design that minimizes negative impacts on human health and the
environment at every stage of the product's lifecycle. Many other local and national
governments have expressed support for variations of EPR, including CalRecycle, the
National Association of Counties, and the National League of Cities.

N. A number of Canadian provinces and other countries, including France,
Spain, and Portugal already have active, well-established drug product stewardship
programs in place, which are paid for by drug companies and operated by Product

Stewardship Associations on their behalf. To date, however, despite several legislative
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attempts, there is no voluntary or mandatory Statewide product stewardship program for
unwanted pharmaceutical drugs in California.

0. In 2012, Alameda County became the first local government in the United
States to pass such an ordinance requiring pharmaceutical companies to design, fund,
and operate a safe pharmaceutical drug collection and management program. On
September 30, 2014, the Ninth Circuit Court of Appeal rejected a legal challenge to
Alameda County's ordinance brought by drug manufacturers, and the United States
Supreme Court declined to review that decision.

P. King County, Washington, as well as the California Counties of Marin,
Santa Clara, Santa Cruz, and San Mateo, and the City and County of San Francisco
subsequently enacted similar ordinances requiring manufacturers to design, fund, and
operate programs to safely collect and dispose of local residents' unwanted
pharmaceutical drugs.

@ In 2010, Congress passed the “Secure and Responsible Drug Disposal
Act of 2010," Public Law No. 111-273, which authorized the Attorney General to
increase the methods by which controlled substances may be collected. The goal of the
bill was to increase opportunities for drug collection in order to reduce the instances of
substance abuse, accidental poisoning, and release of harmful substances into the
environment. On September 9, 2014, the Drug Enforcement Agency (DEA)
promulgated regulations that authorize authorized collectors registered with the DEA,

defined below, to maintain secure collection bins for controlled substances.
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RC A manufacturer=funded collection and disposal program for unwanted
pharmaceutical drugs and sharps would significantly increase the options available to
County residents for the safe and convenient disposal of unwanted pharmaceutical
drugs and sharps.

11.17.020 Definitions.

For purposes of this Chapter, the following definitions shall apply. Whenever any
technical words or phrases are not defined herein, but are defined under State law,
such definitions are incorporated into this Chapter and shall be deemed to apply as
though set forth herein in full.

A. "Authorized Collector" shall mean any Person registered with the DEA,
defined below, to collect Controlled Substances. For purposes of this Chapter,

Authorized Collector shall also include federal, State, tribal, or local law enforcement

agencies.
B. "C.F.R." shall mean the Code of Federal Regulations.
C. "Collection Site" shall mean a location where a Host provides one or more

receptacles pursuant to a Stewardship Plan for County residents to safely and securely
deposit Unwanted Covered Drugs and/or Unwanted Sharps.

D. "Contact Information" shall mean a business telephone number, facsimile
telephone number, mailing address, and electronic mail address.

E. "Controlled Substances"” for purposes of this Section shall mean any

substance listed under California Health and Safety Code Sections 11053 through
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11058 or Title 21 of the U.S.C., defined below, Sections 812 and 813, or any successor
legislation.

& "Covered Drug" shall mean a Drug, as defined in this Chapter, in any
form, including injectable, that is sold to, offered for sale to, or otherwise distributed for
use by, one or more consumers in the County, including prescription, nonprescription,
brand name, and generic; however, notwithstanding the foregoing, Covered Drug shall
not include: (1) vitamins or supplements; (2) herbal-based remedies and homeopathic
drugs, products, or remedies; (3) cosmetics, shampoos, sunscreens, toothpaste, lip
balm, antiperspirants, or other personal care products that are regulated as both
cosmetics and nonprescription drugs under the federal Food, Drug, and Cosmetic Act or
any successor legislation; (4) drugs for which Responsible Stewards provide a
pharmaceutical product stewardship or take-back program as part of a federal Food and
Drug Administration-managed risk evaluation and mitigation strategy as described in
Title 21 of the U.S.C., defined below, Section 355-1; and (5) drugs that are biological
products as defined by Title 21 of the C.F.R. Section 600.3(h) as it exists on the
effective date of this Chapter if the Responsible Steward already provides a
pharmaceutical product stewardship or take-back program.

G. "DEA" shall mean the United States Drug Enforcement Administration.

H. "Department” shall mean the Department of Public Health.

I "Director" shall mean the Director of the Department of Public Health or

his or her designee.
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J. "Drug" shall mean, per Title 21 of the U.S.C., defined below: (1) any
article recognized in the official United States Pharmacopoeia of the United States, or
official National Formulary, or any supplement to any of them; (2) any article intended
for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in humans
or other animals; (3) any atrticle, other than food, intended to affect the structure or any
function of the body of humans or animals; and (4) any article intended for use as a
component of any substance specified in (1), (2), or (3) of this definition, but not a
device or a component, part or accessory of a device. For purposes of this Chapter,

Drug shall also include Controlled Substances.

K. "EPA" shall mean the United States Environmental Protection Agency.
L. "FDA" shall mean the United States Food and Drug Administration.
M. "Hazardous Waste Disposal Facility" shall have the meaning set forth by

the EPA under Title 40 of the C.F.R., parts 264 and 265, or any successor legislation.

N. "Host" shall mean either: (1) an Authorized Collector who collects
Unwanted Covered Drugs and/or Unwanted Sharps pursuant to this Chapter; or (2) a
Person who is not an Authorized Collector who collects only Unwanted Sharps pursuant
to this Chapter.

0. "Manufacture" shall mean the production, preparation, propagation,
compounding, or processing of a Drug or other substance or device, but shall not
include the preparation, compounding, packaging, or labeling of such a Drug,
substance, or device by a practitioner incidental to the administration or dispensing of a

Drug, substance, or device in the course of his or her professional practice.
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P. "Manufacturer" shall mean a Person who Manufactures or causes to be
Manufactured a Covered Drug and/or Sharps.

Q. "Mail-Back Services" shall mean a collection method for Unwanted
Covered Drugs and/or Unwanted Sharps from County residents utilizing Mailers for
shipment to a Person that will dispose of them in accordance with the Stewardship Plan.

R. "Mailer" shall mean a prepaid, preaddressed, tamper-resistant envelope,
or container used for mailing Unwanted Covered Drugs and/or Unwanted Sharps. Any
Mailer used for Unwanted Sharps must be FDA-compliant.

S. "Nonprescription Drug" shall mean a Drug that may be lawfully sold
without a prescription.

I "Participating City" shall mean an incorporated city within the County that
adopts the requirements of this Chapter into its respective municipal code and within
which the County Health Officer is authorized to enforce said requirements.

u. "Person" shall mean a human being, firm, sole proprietorship, corporation,
limited liability company, general partnership, limited partnership, limited liability
partnership, association, cooperative, or other entity of any kind or nature.

V. "Pharmacy" shall mean an area, place, or premises licensed by the State
of California Board of Pharmacy in which the profession of pharmacy is practiced and
where prescription Drugs are dispensed. Pharmacy includes, but is not limited to, any
area, place, or premises described in a license issued by the Board of Pharmacy
wherein Controlled Substances, dangerous Drugs, or dangerous devices are stored,

possessed, prepared, manufactured, derived, compounded, or repackaged, and from
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which the Controlled Substances, dangerous Drugs, or dangerous devices are
furnished, sold, or dispensed at retail. For purposes of this Chapter, Pharmacy shall
include on-line pharmacies and mail-order pharmacies.

W. "Potential Authorized Collector” shall mean any Person, such as a
Manufacturer, distributor, Reverse Distributor, narcotic treatment program, retail
Pharmacy, or a hospital/clinic with an on-site Pharmacy, that is registered, or that may
apply to register, with the DEA for the collection of Drugs. For purposes of this Chapter,
Potential Authorized Collector shall also include any Federal, State, tribal, or local law
enforcement agency.

X "Repackager” shall mean a Person who owns or operates an
establishment that repacks and/or relabels a Covered Drug or Sharp for further sale or
distribution.

Y. "Responsible Steward" shall mean a Manufacturer of a Covered Drug or
Sharp. Responsible Steward does not include: (1) a retailer whose store label appears
on a Covered Drug or its packaging if the Manufacturer from whom the retailer obtains
the Drug is identified under Section 11.17.090; (2) a Repackager if the Manufacturer
from whom the Repackager obtains the Drug is identified under Section 11.17.090; (3) a
pharmacist who compounds or repackages a prescribed individual Drug product for a
consumer; or (4) a Wholesaler unless said Wholesaler is also a Manufacturer.

Z. "Reverse Distributor" shall mean every Person who acts as an agent for
Pharmacies, Drug Wholesalers, third-pérty logistics providers, Manufacturers, and other

Persons by receiving, inventorying, warehousing, and managing the disposition of
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outdated or nonsaleable dangerous Drugs, as defined in California Business and
Professions Code Section 4040.5 or its successor legislation.

AA.  "Service Area" shall mean the unincorporated County and all Participating
Cities.

BB. "Sharp" shall mean a needle, safety engineered needle, lancet, or other
similar instrument that is designed to puncture the skin of individuals or animals for
medical purposes and that is sold to, offered for sale to, or otherwise distributed for use
by, one or more consumers in the County and may include anything affixed to the
instrument, such as a syringe.

CC. "Stewardship Organization" shall mean an organization designated by a
Responsible Steward or group of Responsible Stewards to act as its agent to develop
and implement a Stewardship Plan.

DD. "Stewardship Plan" shall mean a plan approved by the Director for the
collection, transportation, and disposal of Unwanted Covered Drugs and/or Unwanted
Sharps pursuant to this Chapter that is financed, developed, and implemented by a
Responsible Steward operating individually, jointly with other Responsible Stewards, or
through a Stewardship Organization.

EE. "Stewardship Program" or "Program” shall mean the County program
described in this Chapter.

FF. “U.S.C.” shall mean the United States Code.
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GG. "Unincorporated Community" shall mean an unincorporated statistical
area located within the unincorporated area of the County, as identified by the County's
Internal Services Department and listed on the Department's website.

HH. "Unwanted Covered Drug" shall mean any Covered Drug that the
consumer wishes to discard. This shall exclude Covered Drugs disposed of by
commercial and institutional sources including but not limited to hospitals, clinics, and
Pharmacies.

il. "Unwanted Sharps" shall mean any Sharp or Sharps that the consumer
wishes to discard. This shall exclude Sharps disposed of by commercial and
institutional sources including but not limited to hospitals, clinics, and Pharmacies.

JJ.  "Wholesaler" shall mean a Person who purchases Covered Drugs and/or
Sharps for resale and distribution to Persons other than consumers.

11.17.030 Stewardship Plans — Participation.

A. Each Responsible Steward shall participate in a Stewardship Plan
approved by the Director either by: (1) operating individually or jointly with other
Responsible Stewards; or (2) entering into an agreement with a Stewardship
Organization to operate a Stewardship Plan, on the Responsible Steward's behalf.

B. Each Stewardship Plan must be approved by the Director before any
collection of Covered Drugs and/or Sharps may commence thereunder. Proposed
changes to an approved Stewardship Plan shall be subject to the requirements set forth

in Section 11.17.110.
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C. Each Responsible Steward operating individually, jointly with other
Responsible Stewards or through a Stewardship Organization shall:

1. Within six (6) months of the effective date of this Chapter or six (6)
months after a Covered Drug or Sharp is first sold to, offered for sale to, or otherwise
distributed for use by, one or more consumers in the County, whichever is later, notify
the Director in writing of the Responsible Steward's intent to operate or participate in a
Stewardship Plan.

2. Within six (6) months of the effective date of this Chapter or six (6)
months after a Covered Drug or Sharp is first sold or offered for sale in the County,
whichever is later, identify to the Director in writing an individual authorized to be the
official point of contact for the Stewardship Plan and the individual's name and contact
information. Contact information shall be kept current at all times. A Responsible
Steward shall notify the Director of any change in contact information within ten (10)
business days.

3. Within six (6) months of the effective date of this Chapter or six (6)
months after a Covered Drug or Sharp is first sold or offered for sale in the County,
whichever is later, and annually thereafter, notify the following Persons of the
opportunity to participate in the Stewardship Plan by serving as Hosts, and provide the
Director with copies of all such notifications:

a. All Potential Authorized Collectors within the Service Area
and those within two and one-half (2.5) miles of the outer boundaries of the Service

Area;
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b. Persons other than Potential Authorized Collectors, such as
retail establishments, that could potentially serve as Hosts for Unwanted Sharps within
the Service Area and those within two and one-half (2.5) miles of the outer boundaries
of the Service Area; and

& All law enforcement agencies within the Service Area and
those within two and one-half (2.5) miles of the outer boundaries of the Service Area.

4. Within nine (9) months of the effective date of this Chapter or nine
(9) months after a Covered Drug or Sharp is first sold or offered for sale in the County,
whichever is later, submit to the Director for review a proposed Stewardship Plan as
described in Section 11.17.040 for each Covered Drug and type of Sharp it
Manufactures. A Responsible Steward may submit separate Stewardship Plans for
each Covered Drug or type of Sharp it Manufactures or a combined Stewardship Plan
for multiple Covered Drugs or types of Sharps.

5. Within three (3) months of the Director's approval of the
Stewardship Plan, the Stewardship Plan shall be implemented in accordance with this
Chapter.

6. At least every three (3) years after the Stewardship Plan
commences operations, submit an updated Stewardship Plan to the Director explaining
any substantive changes to the Stewardship Plan. The updated Stewardship Plan shall
be accompanied by the Stewardship Plan review fee in accordance with
Section 11.17.140 of this Chapter. The Director shall review updated Stewardship

Plans using the process described in Section 11.17.100.
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D A Responsible Steward, operating individually, jointly with other
Responsible Stewards, or through a Stewardship Organization, may enter into
agreements with other Stewardship Organizations, service providers, or other Persons
as needed to carry out its Stewardship Plan in whole or in part.

E. Should the Responsible Steward undergo any change in ownership or
control, it must notify the Director within thirty (30) days of such change and provide the
Contact Information of the Person to whom ownership or control has shifted.

FF Each Responsible Steward, operating individually, jointly with other
Responsible Stewards, or through a Stewardship Organization, shall commence good
faith negotiations with any other Responsible Steward expressing an interest in
participating in its Stewardship Plan within thirty (30) calendar days of receiving notice
of such interest. For every Responsible Steward not accepted as a participant in the
Stewardship Plan, the Responsible Steward, group of Responsible Stewards, or
Stewardship Organization rejecting the Responsible Steward expressing an interest to
participate shall notify the Director in writing within thirty (30) calendar days of the
rejection and set forth the reasons for such decision.

G. Any Person who is not a Responsible Steward, such as a Person
providing Covered Drugs or Sharps free of charge, may choose to participate in the
program. Such Person may operate individually, jointly with a Responsible Steward or
group of Responsible Stewards, or through a Stewardship Organization. Any
Responsible Steward, group of Responsible Stewards, or Stewardship Organization

approached by such Person for potential collaboration must in good faith consider
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allowing such Person to participate in its Stewardship Plan. Should such Person
participate in the Program, such Person shall be subject to the same requirements
under this Chapter as any Responsible Steward, group of Responsible Stewards, or
Stewardship Organization. If such Person no longer wishes to participate in the
Program, such Person shall notify the Director of same within thirty (30) calendar days.

H. After the first full year of implementation of a Stewardship Plan, a
Responsible Steward may notify the Director in writing of its intent to submit a new
Stewardship Plan. Within three (3) months of such notification, the Responsible
Steward, operating individually, jointly with other Responsible Stewards, or through a
Stewardship Organization, shall submit a proposed Stewardship Plan as described
under Section 11.17.040 to the Director for review. The new Stewardship Plan shall be
accompanied by the Stewardship Plan review fee in accordance with Section 11.17.140
of this Chapter. The Director shall review new Stewardship Plans using the process
described in Section 11.17.100.

I Should a Responsible Steward, operating individually, jointly with other
Responsible Stewards, or through a Stewardship Organization, become aware of any
Covered Drug or Sharp being sold to, offered for sale to, or otherwise distributed for use
by, one or more consumers in the County whose Responsible Steward is neither
operating nor participating in a Stewardship Plan, the Responsible Steward becoming
aware of this shall notify the Director of same and the basis for such belief within thirty

(30) calendar days.
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) The Director may, on a case-by-case basis, approve in writing requests for
time extensions related to submission dates and deadlines in this Section 11.17.030.

K. The Director may audit all records of a Responsible Steward, group of
Responsible Stewards, or Stewardship Organization reasonably related to a
Stewardship Plan or request that the Responsible Steward, group of Responsible
Stewards, or Stewardship Organization arrange for the Director to inspect at reasonable
times the facilities, vehicles, and equipment used in carrying out the Stewardship Plan.

11.17.040 Stewardship Plans — Components.

Each Stewardship Plan, which must be submitted and reviewed according to
Section 11.17.110, shall include:

A The name of each Responsible Steward participating in the Stewardship
Plan; the name of each Covered Drug and type of Sharp the Responsible Steward
Manufactures; and the Contact Information of an official point of contact to whom the
Director may direct all inquiries regarding the Responsible Steward's compliance with
the requirements of this Chapter.

B. A description of the proposed collection system designed to provide safe,
convenient, and ongoing collection services for Unwanted Covered Drugs and
Unwanted Sharps from County residents within the Service Area in compliance with the
requirements set forth in Section 11.17.050. The description of the collection services
shall include but not be limited to a list of all collection methods and participating Hosts;
a list of addresses for the Collection Sites; a description of how any periodic collection

events will be scheduled and where they will be located; and a description of how any
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Mail-Back Services will be provided to County residents in the Service Area, including a
physical sample of the Mailers to be used. The description of the collection services
shall include a list of Potential Authorized Collectors, law enforcement agencies, and
other Persons contacted by the Responsible Steward pursuant to Section 11.17.030,
and a list of all who expressed an interest in serving as Hosts in the Stewardship Plan.

C. A description of the proposed handling and disposal system, including the
name and Contact Information for each Host, each Person retained to transport the
collected items, each Hazardous Waste Disposal Facility to be used by the Stewardship
Plan in accordance with Sections 11.17.050 and 11.17.060, and any other Person
retained to implement any portion of the Stewardship Plan.

D. A description of the policies and procedures to be followed by Persons
handling Unwanted Covered Drugs and Unwanted Sharps collected under the
Stewardship Plan, including a description of how each Host, each Reverse Distributor,
all participating Hazardous Waste Disposal Facilities, and any other Person retained to
implement any portion of the Stewardship Plan will ensure that the collected items are
safely and securely tracked from collection through final disposal, and how the
Responsible Stewards participating in the Stewardship Plan will ensure that all Persons
participating in, operating, and otherwise implementing the Stewardship Plan will
comply with all applicable federal, State, and local laws and regulations, including but

not limited to those of the DEA and the State of California Board of Pharmacy.
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E. A certification that any patient information appearing on Unwanted
Covered Drug and/or Unwanted Sharp packaging will be kept secure and promptly
destroyed.

F. A description of the public education and promotion strategy required in
Section 11.17.160, including but not limited to a copy of instructions, signage, and
promotional materials for County residents, as well as instructions and signage, as
needed, for Host, Reverse Distributors, Hazardous Waste Disposal Facilities, and all
other Persons implementing any portion of the Stewardship Plan.

G. Proposed short-term and long-term plans for frequency of collection from
Collection Sites, public education, and promotion of the Stewardship Plan; and

H. A description of how the Stewardship Plan will consider: (1) use of
existing providers of waste pharmaceutical services; (2) separating Covered Drugs and
Sharps from packaging to the extent possible to reduce transportation and disposal
costs; and (3) recycling of Drug and Sharp packaging to the extent feasible.

11.17.050 Stewardship Plans — Collection of Unwanted Covered

Drugs and Unwanted Sharps.

A. This Chapter does not require any Person to serve as a Host in a
Stewardship Plan. A Person may offer to serve as a Host with or without compensation
by a Responsible Steward, group of Responsible Stewards, or Stewardship
Organization. Responsible Stewards are encouraged to host Collection Sit_es where
feasible.

B. The collection system for each Stewardship Plan shall:
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1. Provide ongoing, reasonably convenient and equitable access for
all residents in the Service Area regardless of the racial, cultural, or socioeconomic
composition of the neighborhoods within which the Collection Sites are located. Ata
minimum, the following requirements must be met:

a. Population Density: In each unincorporated community and
in each Participating City with at least one Potential Authorized Collector, each
Stewardship Plan shall provide at least one (1) Collection Site for Unwanted Covered
Drugs, at least one (1) Collection Site for Unwanted Sharps, and for every thirty
thousand (30,000) residents at least one (1) Additional Collection Site for Unwanted
Covered Drugs and at least one (1) Additional Collection Site for Unwanted Sharps. A
list of all unincorporated communities can be obtained from the Department; and

b. Travel Distance: Collection Sites shall be geographically
distributed so as to ensure that every resident within the Service Area is within two and
one-half (2.5) miles of a Collection Site for Unwanted Covered Drugs and a Collection
Site for Unwanted Sharps to the greatest extent feasible.

2. In areas where the minimum requirements set forth in subsection 1
are not met, the Stewardship Plan shall set forth the reasons for such failure and
provide for: (a) monthly collection events; and/or (b) mailers to be distributed to
consumers in those areas upon request.

3. Responsible Stewards must ensure the safe and secure handling

and disposal of the Unwanted Covered Drugs and/or Unwanted Sharps via the
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Stewardship Plan, including but not limited to the prompt destruction of patient
information on any and all packaging.

4, Responsible Stewards must include a mechanism for distributing to
consumers FDA-compliant Sharps containers designed for the safe handling of
Unwanted Sharps within the consumer's home, and at no cost to the consumer. This
distribution should preferably occur at the point of sale of the injectable Drug to the
consumer, or at the time the consumer otherwise receives the Sharps for usage. A
Sharps Manufacturer that can demonstrate that its product is designed to be protective
of public health and safety and/or the environment, such as by housing the Sharp within
a built-in retractable device, may apply to the Director for exemption from this specific
requirement. The Director shall make such determinations on a case-by-case basis.

5l Responsible Stewards must provide FDA-compliant Sharps
collection receptacles to Hosts with Sharps Collection Sites.

6. Commence good faith negotiations with each Potential Authorized
Collector and any other Person expressing an interest to serve as a Host within thirty
(30) calendar days of the Person's expression of such interest. For every Person not
accepted as a Host, the Responsible Steward, group of Responsible Stewards, or
Stewardship Organization shall submit a written explanation to the Director within thirty
(30) calendar days of the rejection setting forth the reasons for such decision.

a. Should a Responsible Steward receive more notices of
interest than are needed for the number of Collection Sites required under

Section 11.17.050 B.1, then to the greatest extent feasible, the Responsible Steward
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shall give priority to Pharmacies and hospitals/clinics with an on-site Pharmacy to serve
as Hosts under its Stewardship Plan.

b. A Responsible Steward may not discriminate against small
or independent Pharmacies, and must make best efforts to allow such Pharmacies to
serve as Hosts under its Stewardship Plan.

7. Provide Mailers and Mail-Back Services, free of charge, to
residents in the Service Area upon request through the Stewardship Plan's 24-hour, toll-
free telephone number and website. Assistance through the toll-free telephone number
and website shall be in English, Spanish, and other languages as determined by the
Department.

C. Collection Sites for Unwanted Covered Drugs shall accept all Covered
Drugs and Collection Sites for Unwanted Sharps shall accept all Sharps. All Collection
Sites shall be accessible by County residents at least during the hours that the Host is
normally open for business to the public. Collection Sites shall be emptied and
otherwise serviced as often as necessary to avoid creating hazardous conditions,
including reaching capacity. Collection Sites shall utilize secure collection receptacles
in compliance with all applicable federal, State, and local laws, including but not limited
to requirements of the DEA and the State of California Board of Pharmacy.

D. Each Responsible Steward, operating individually, jointly with other
Responsible Stewards, or through a Stewardship Organization, shall ensure that all
Collection Sites prominently display a twenty-four (24) hour, toll-free telephone number

and website for the Stewardship Plan. Said toli-free telephone number and website
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shall be a means by which any Person can provide feedback on collection activities,
including but not limited to the need to empty the receptacles more frequently or
reporting a hazardous condition observed at or near the Collection Sites. Each
Stewardship Plan shall provide for the immediate abatement of any hazardous condition
arising from or related to operations performed under the Stewardship Plan and shall
notify the Director within twenty-four (24) hours of notice of same.

E; Commercial and institutional establishments, including but not limited to
hospitals, clinics, and Pharmacies, are responsible for proper disposal of their Drugs
and Sharps waste and may not utilize any collection mechanism developed pursuant to
this Chapter or by any public entity designed for use by, residents.

11.17.060 Stewardship Plans — Disposal of Unwanted Covered

Drugs and Unwanted Sharps.

A. Covered Drugs collected under a Stewardship Plan must be disposed of
by combustion at a permitted hazardous waste incinerator or cement kiln, or an
incinerator that meets the EPA's Large Municipal Waste Combustor or Small Municipal
Waste Combustor standards under Title 40 of the C.F.R., Parts 60 and 62, or any
successor legislation and assures all materials are "non-retrievable" as defined by the
DEA.

B. Sharps collected under a Stewardship Plan must be disposed of in
accordance with California Health and Safety Code Section 118286 or any successor

legislation.
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C. A Stewardship Plan may petition the Director for approval to use final
disposal technologies that provide superior environmental and human health protection
than provided by the disposal technologies in subsections A and B, or equivalent
protection at lesser cost. The proposed technology must provide equivalent or superior
protection in each of the following areas: (1) monitoring of any emissions or waste;

(2) worker health and safety; (3) reduction or elimination of air, water or land emissions
contributing to persistent, bio accumulative, and toxic pollution; and (4) overall impact

on the environment and human health.

11.17.070 Stewardship Plans —Costs to Be Borne by Responsible
Stewards.
A Each Responsible Steward, group of Responsible Stewards, or

Stewardship Organization participating in a Stewardship Plan shall prepare and
implement its Stewardship Plan as required by this ordinance at its own cost and
expense.

B. No Responsible Steward, group of Responsible Stewards, Stewardship
Organization, or any other Person may charge a point-of-sale fee to consumers to
recoup or defray the costs of its Stewardship Plan, nor may it charge a point-of-
collection fee at the time that Unwanted Covered Drugs and/or Unwanted Sharps are
collected.

C. Responsible Stewards are not required to pay for any costs incurred,
including staff time, by Hosts that voluntarily participate in a Stewardship Plan without
compensation.
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11.17.080 Stewardship Plans — Reporting Requirements.

A. Within six (6) months after the end of the first 12-month period of
operation, and annually thereafter, each Responsible Steward, group of Responsible
Stewards, and Stewardship Organization shall submit a report to the Director on behalf
of participating Responsible Stewards describing the Stewardship Plan's activities
during the previous reporting period. The report must include:

1. A list of Responsible Stewards participating in the Stewardship
Plan.

2. The amount, by weight, of Unwanted Covered Drugs and the
amount, by weight, of Unwanted Sharps collected each month, including the amount by
weight from each collection method used.

£ A list of Collection Sites.

4, The number of Mailers provided to County residents and the
method and location of distribution.

d. The number of Unwanted Sharps containers provided to County
residents and the method and location of distribution.

6. The dates and locations of collection events held.

7. The names and contact information of each Person retained to
transport the collected items and the disposal facility or facilities used for all Unwanted
Covered Drugs and/or Unwanted Sharps.

8. Whether any safety or security problems occurred during collection,

transportation, or disposal of Unwanted Covered Drugs and Unwanted Sharps during
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the reporting period and, if so, what changes have been or will be made to policies,
procedures, or tracking mechanisms to alieviate the problem and to improve safety and
security in the future.

9. A description of the public education, outreach, and evaluation
activities implemented, and a summary of all comments received from users, and the
responses provided to them, during the reporting period.

10. A description of how collected packaging was recycled to the extent
feasible, including the recycling facility or facilities used, and the amount of packaging
collected by weight and percent recycled.

11. A summary of the Stewardship Plan's goals, the degree of success
iIn meeting those goals in the past year, and, if any goals have not been met, what effort
will be made to achieve the goals in the next year.

12.  The total expenditures of the Stewardship Plan during the reporting
period; and

13.  An Executive Summary.

B. Each Responsible Steward, group of Responsible Stewards, and
Stewardship Organization shall provide on a quarterly basis, a list of Responsible
Stewards participating in the Stewardship Plan. Any change in the official point of
contact for the Stewardship Plan must be provided to the Department within thirty (30)
days of the change.

C. For the purposes of this Section 11.17.080, "reporting period" means the

period from January 1 through December 31 of the same calendar year, unless
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otherwise specified by the Responsible Steward, group of Responsible Stewards, and
Stewardship Organization to the Director.

11.17.090 Stewardship Plans — ldentification of Responsible

Stewards of Covered Drugs and Sharps.

Any Person receiving a letter of inquiry from the Director regarding whether or
not it is a Responsible Steward under this Chapter must respond in writing within sixty
(60) days. If such Person does not believe it is a Responsible Steward under this
Chapter, it must state the basis for such belief. It must also provide a list of all Covered
Drugs and Sharps it repackages, wholesales, otherwise distributes, sells, or offers for
sale within the County, if any, and identify the name and Contact Information of the

Person(s) from whom it acquired said Covered Drugs or Sharps.

11.17.100 Stewardship Plans — Review.

A. By nine (9) months after the effective date of this Chapter, each
Responsible Steward, group of Responsible Stewards or Stewardship Organization
shall submit its proposed Stewardship Plan to the Director for review, accompanied by
the Stewardship Plan review fee in accordance with Section 11.17.140 of this Chapter.
The Director may upon request provide information, suggestions, and technical
assistance about the requirements of this Chapter to assist with the development of a
proposed Stewardship Plan.

B. The Director shall review the proposed Stewardship Plan and determine

whether it meets the requirements of this Chapter.
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C. After the review under subsection B and within ninety (90) days after
receipt of the proposed Stewardship Plan, the Director shall either approve or reject the

proposed Stewardship Plan in writing and, if rejected, provide reasons for the rejection.

D. If the Director rejects a proposed Stewardship Plan, a Responsible
Steward, group of Responsible Stewards, or Stewardship Organization must submit a
revised Stewardship Plan to the Director within sixty (60) days after receiving written
notice of the rejection. The Director shall review and approve or reject a revised
Stewardship Plan as provided under subsections B and C.

E. If the Director rejects a revised Stewardship Plan, or any subsequently
revised Stewardship Plan, the Director may deem the Responsible Steward, group of
Responsible Stewards, or Stewardship Organization out of compliance with this Chapter

and subject to the enforcement provisions in this Chapter.

11.17.110 Stewardship Plans — Prior Approval for Proposed
Changes.
A. Proposed changes to an approved Stewardship Plan that substantively

alter Stewardship Plan operations, including but not limited to changes to participating
Responsible Stewards, Hosts, collection methods, Hazardous Waste Disposal Facilities,
how to achieve the service convenience goal, policies and procedures for handling
Unwanted Covered Drugs and Unwanted Sharps, or education and promotion methaods,
must be approved in writing by the Director before the changes are implemented.

B. A Responsible Steward, group of Responsible Stewards, or Stewardship

Organization shall submit to the Director any proposed change to a Stewardship Plan in
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writing at least thirty (30) days before the change is scheduled to take effect. Any such
submittal shall be accompanied by the review fee in accordance with Section 11.17.140
of this Chapter.

C. A Responsible Steward, group of Responsible Stewards, or Stewardship
Organization shall notify the Director at least fifteen (15) days before implementing any
changes to Collection Site locations, methods for scheduling and locating periodic
collection events, or methods for distributing Mailers, that do not substantively alter
achievement of the service convenience goal under Section 11.17.050 of this Chapter,
or other changes that do not substantively alter Stewardship Plan operations under
subsection A.

D. A Responsible Steward, group of Responsible Stewards, or Stewardship
Organization may request an advance determination from the Director whether a

proposed change would be deemed to substantively alter Stewardship Plan operations.

11.17.120 Stewardship Plans —Enforcement and Penalties.
A. The Director shall administer the penalty provisions of this Chapter.
B. If the Director determines that any Person has violated any provision of

this Chapter or a regulation adopted pursuant to this Chapter, the Director shall issue a
Notice of Violation to the Person or Persons who violated it. The Person or Persons
shall have thirty (30) days after the date of mailing of the Notice of Violation to come into
compliance and correct all violations.

C. If the Person or Persons fail to come into compliance or correct all

violations, the Director may impose administrative fines for violations of this Chapter or
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of any regulation adopted pursuant to this Chapter and/or Los Angeles County Code,
Title 1, Chapter 1.25, as may be amended from time to time. Except as expressly
provided herein, said provisions shall govern enforcement of this Chapter or any rule or
regulation adopted pursuant to this Chapter. Each day the Person or Persons are not in
compliance shall constitute a separate violation for these purposes.

D. County Counsel, the District Attorney, and any applicable City Attorney
may bring a civil action to enjoin violations of or compel compliance with any
requirement of this Chapter or any rule or regulation adopted pursuant to this Chapter,
as well as for payment of civil penalties and any other appropriate remedy.

E. Any Person who knowingly and willfully violates the requirements of this
Chapter or any rule or regulation adopted pursuant to this Chapter is guilty of a
misdemeanor and upon conviction thereof is punishable by a fine of not less than fifty-
dollars ($50) and not more than one-thousand ($1,000) per day per violation, or by
imprisonment for a period not to exceed six months, or by both such fine and
imprisonment.

F. Any Person in violation of this Chapter or any rule or regulation adopted
pursuant to this Chapter shall be liable to the County for a civil penalty in an amount not
to exceed one thousand dollars ($1,000) per day per violation. Civil penalties shall not
be assessed pursuant to this subsection F for the same violations for which the Director

assessed an administrative penalty pursuant to subsection C.

G. In determining the appropriate penalties, the court or the Director shall
consider the extent of harm caused by the violation, the nature and persistence of the
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violation, the frequency of past violations, any action taken to mitigate the violation, and
the financial burden to the violator.
H. The Director may waive strict compliance with the requirements of this

Chapter that apply to Responsible Stewards in order to achieve the objectives of this

Chapter.

11.17.130 Stewardship Plans — Regulations, Guidelines, and
Reports.

A The Director may adopt regulations and guidelines necessary to

implement, administer, and enforce this Chapter.

B. The Director may work with each Responsible Steward, group of
Responsible Stewards, and Stewardship Organization as needed, but no less than
annually, to define goals and evaluate performance, including but not limited to
collection amounts, education, and promotion for a Stewardship Plan.

C. The Director shall report to the Board of Supervisors concerning the status
of all Stewardship Plans and recommendations for changes to this Chapter two years
from the effective date of this Chapter and thereafter on an as-needed basis.

11.17.140 Stewardship Plan — County Review and Oversight Fees.

A.  Each Responsible Steward, group of Responsible Stewards and
Stewardship Organization participating in a Stewardship Plan shall pay to the
Department fees to be adopted by the Board for the performance of review and

oversight functions, including but not limited to:

1. Review of a proposed Stewardship Plan;
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2. Review of a revised, proposed Stewardship Plan;

9 Review of changes to an approved Stewardship Plan;

4. Review of an updated Stewardship Plan at least every three (3)
years as required under Section 11.17.030 of this Chapter;

Ly Review of any petition for approval to use alternative final disposal

technologies under Section 11.17.060 of this Chapter;

6. Environmental review of a Stewardship Plan;
7. Oversight of Stewardship Plan implementation and operations;
8. Enforcement of the requirements of this Chapter; and
9. Conducting administrative appeals.
B. A Stewardship Organization may remit the fees authorized under this

Section on behalf of its participating Responsible Stewards.

11.17.150 Information Required at Point of Sale.

A. Any Person who sells to, offers for sale to, or otherwise distributes for use
by, one or more consumers in the County Covered Drugs or Sharps shall post display
materials approved by the Director explaining how and where members of the public
may safely and lawfully dispose of Unwanted Covered Drugs and Unwanted Sharps at
no cost to the consumer. The materials shall be in English, Spanish, and other
languages as determined by the Department and shall be legible and easily
understandable by the average Person. The materials shall be posted on the premises
of said Person's place of business in a location visible to the public, if applicable, and

adjacent to the area where pharmaceutical Drugs are dispensed. Mail-order
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Pharmacies and on-line Pharmacies that sell to, offer for sale to, or otherwise distribute
for use by, one or more consumers in the County Covered Drugs or Sharps shall
provide such materials with the order.

B. The Director may, in his or her discretion, authorize a Person to use
alternate means to comply with the requirements of subsection A. No Person may sell
or offer for sate Covered Drugs or Sharps to the public using any alternate means of
compliance with this Chapter unless specifically authorized to do so in advance in

writing by the Director.

11.17.160 Stewardship Plans — Promotion, Outreach, and
Education.
A. Each Responsible Steward, group of Responsible Stewards, or

Stewardship Organization shall develop a system of promotion, outreach, and public
education to be included in the Stewardship Plan. Specifically, each Responsible
Steward, group of Responsible Stewards, or Stewardship Organization shall:

il Promote the collection options offered under its Stewardship Plan
to residents and the health care community. Promotion shall include outreach and
educational materials:

a. Promoting safe storage of pharmaceutical Drugs and
Sharps;
b. Describing where and how to return Unwanted Covered

Drugs and Unwanted Sharps under the Stewardship Plan;
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) Expressly discouraging stockpiling of Unwanted Covered
Drugs and Unwanted Sharps; and

d. Expressly discouraging disposal of said items in the trash or
through a plumbing or septic system.

These materials must be provided to Pharmacies, retailers of
Covered Drugs and Sharps, health care practitioners, health care facilities, veterinary
facilities, and other prescribers for their own education as well as for dissemination to
residents.

2. Use plain language and explanatory images so as to be readily
understandable by all residents, including individuals with limited English proficiency.

3. Work with Hosts participating in Stewardship Plans to: (a) develop
clear, standardized instructions, signlage, and promotional materials for residents
concerning the use of collection receptacles; and (b) where practicable, use a readily-
recognizable and consistent symbol, color and/or design of collection receptacles and
Sharps containers.

4. Establish a twenty-four (24) hour, toll-free telephone number and
single website where information can be obtained regarding collection options and
current locations of Collection Sites.

5.  Within six (6) months of the effective date of this Chapter and
biennially thereafter conduct a survey of residents, pharmacists, veterinarians, retailers,
and health professionals who interact with patients on the use of Drugs and Sharps
after the first full year of operation of the Stewardship Plans. The surveys shall be done
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by a Person who has no personal ties to or financial interest in the Responsible
Steward, group of Responsible Stewards, or Stewardship Organization. This Person
must be a member of a national trade organization approved by the Director, including
but not limited to the American Association for Public Opinion Research, the National
Council on Public Polls, the Council of American Survey Research Organizations, or the
Market Research Association, Survey questions shall include but not be limited to
guestions designed to:

a. Assess the awareness of the County's Stewardship
Program, the Stewardship Plans in operation, and the location of all available Collection
Sites;

b. Assess to what extent Collection Sites and other collection
methods are safe, convenient, easy to use, and utilized by residents; and

el Assess knowledge and attitudes about risks of abuse,
poisonings and overdoses from prescription and nonprescription Drugs used in the
home.

Draft survey questions shall be submitted to the Director for review
and comment at least thirty (30) days prior to initiation of the survey. Results of the
survey shall be reported to the Director and made available to the public on the website
required in this Section 11.17.060 within ninety (90) days following the end of the survey
period. Each Responsible Steward, group of Responsible Stewards, and Stewardship

Organization shall ensure the privacy of all survey respondents.
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B. All surveys, outreach, education, promotion, websites, and toll-free phone
numbers required by this Section 11.17.160 shall be in English, Spanish, and other
languages as determined by the Department. If more than one Stewardship Plan is
approved, then to the extent feasible, all Stewardship Plans shall coordinate with each
other and develop a single system of promotion and education, with a single toll-free

hotline and website and consistent sighage and materials across the County.

11.17.170  Undertaking for the General Welfare.

In adopting and implementing this Chapter, the County is assuming an
undertaking only to promote the general welfare. It is not assuming, nor is it imposing on
its officers and employees, any liability to any Person that alleges a claim for damages
arising from or related to this Chapter.

11.17.180 Compliance With Federal, State, and Local Laws.

Each Responsible Steward, group of Responsible Stewards, and Stewardship
Organization operating under this Chapter must comply with all applicable federal,
State, and local laws and regulations.

Each Responsible Steward, group of Responsible Stewards, and Stewardship
Organization operating under this Chapter shall also ensure that each Host, each
Reverse Distributor or other Person retained to transport the collected items, and any
other Person implementing any portion of the Stewardship Plan complies with all

applicable federal, State, and local laws and regulations.

This Chapter shall be construed so as not to conflict with applicable federal or

State laws, rules, or regulations. Nothing in this Chapter shall authorize the County to
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impose any duties or obligations in conflict with limitations on municipal authority
established by State or federal law at the time such County action is taken. The County
shall suspend enforcement of this Chapter to the extent that said enforcement would
conflict with any preemptive State or federal legislation subsequently adopted. Nothing
in this Chapter is intended or shall be construed to protect anticompetitive or collusive
conduct, or to modify, impair, or supersede the operation of any of the antitrust or unfair

competition laws of the State of California or the United States.

11.17.190 Severability.

If any of the provisions of this Chapter or the application thereof to any Person or
circumstance is held invalid, the remainder of those provisions, including the application
of such part or provisions to Persons or circumstances other than those to which it is
held invalid shall not be affected thereby and shall continue in full force and effect. To

this end, the provisions of this Chapter are severable.

[CH1117GCCC}
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PHARMACEUTICAL DRUGS AND SHARPS TAKE-BACK PROGRAM REPORT

.  EXECUTIVE SUMMARY

The National Community Pharmacists Association and the Modern Medicine Network report that
nationwide an estimated 200 million pounds of pharmaceutical waste is generated, and much of
that waste is either being stored in household medicine cabinets or disposed of through sewers
or waste systems.” The United States Environmental Protection Agency estimates about
8 million people in the United States use more than 3 billion needles, syringes, and lancets,
collectively known as “sharps”, each year.? This health and environmental safety concern faces
residents in Los Angeles County, California and throughout the Nation. Excess medications in
our homes create significant opportunities for unintentional poisonings, illegal distribution,
substance misuse and abuse.® Improper disposal can lead to environmental contamination.

Unfortunately, in Los Angeles County, consumers do not have convenient access to safe
take-back options to properly dispose of unused drugs and sharps. Although the County
currently operates collection events and coliection sites, these limited options cannot adequately
serve the County’s 10 million residents. To address this issue, on August 11, 2015 the
Los Angeles County Board of Supervisors directed County staff to prepare a draft Ordinance
that would provide constituents with disposal options. The draft Ordinance would require
manufacturers of covered drugs and sharps to develop product stewardship take-back
programs that are safe, convenient and sustainably financed.

Ordinance Reguirements

On November 5, 2008, the Los Angeles County Board of Supervisors adopted a resolution
supporting Extended Producer Responsibility (EPR), also called Product Stewardship. EPR is a
strategy that places responsibility for end-of-life management of consumer products on the
manufacturers of the products, while encouraging product design that minimizes negative
impacts on human health and the environment at every stage of the product’s lifecycle. To
ensure that an effective Stewardship Plan is implemented, “Responsible Stewards,” as defined
in the Ordinance will be required to: 1) Finance, develop and implement a Plan, approved by
the Director of Public Health, for the collection, transportation and disposal of “Unwanted
Covered Drugs” and/or “Unwanted Sharps”, 2) Provide ongoing, reasonably convenient and
equitable access for all County residents to “Collection Sites”; 3) Provide “Mailers™ and “Mail-
Back Services,” free of charge, to residents, upon request; 4) Conduct collection events, as
described in the Ordinance; and 5) Develop, implement and assess a promotion, outreach, and
public education strategy emphasizing proper disposal of drugs and sharps for residents,
pharmacists, veterinarians, retailers, and health professionals who interact with patients.

The Ordinance, if adopted, would be enforceable in the County’s unincorporated communities
and the program is anticipated to be implemented in September 2017. Cities within the County
that are under the jurisdiction of the County’s Public Health Officer may also adopt the
Ordinance upon approval by their respective City Councils.

! DisposeMyMeds.org (NCPA); and http://drugtopics.modernmedicine.com/drug-

topics/news/modernmedicine/modern-medicine-feature-articles/safe-disposal-pharmaceuticals-growi

z Community Options for Safe Needle Disposal (USEPA, October 2004)

% Prescription Drug Abuse in Los Angeles County, Background and Recommendations for Action, LA
County Department of Public Health, Substance Abuse Prevention and Control, January 2013
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INTRODUCTION

County residents are currently not provided with an equitable and convenient range of disposal
options for Unwanted Covered Drugs and Unwanted Sharps. With nearly 3.5 million
households, disposal options are limited to Countywide Household Hazardous Waste (HHW)
take-back events, drug collection bins at 21 Sheriff's stations, and 77 sharps collection
locations, (including 9 HHW collection centers, 21 Sheriff's stations and 10 Public Health
Clinics). This is inadequate for providing 10 million residents convenient and accessible
disposal solutions and has resulted in a growing number of households stockpiling Unwanted
Covered Drugs and Unwanted Sharps.

Furthermore, publically financed programs place the burden and responsibility for resolving the
drug and sharps disposal issue on local government and the taxpayer. This is contrary to the
County’s long-standing Board policy, as articulated in the County’s 2015-16 State Legislative
Agenda that emphasizes the proper end-of-life disposal of materials as a manufacturer's
responsibility, otherwise known as Extended Producer Responsibility (EPR) or Product
Stewardship.

From a public health and safety and environmental perspective, although State law prohibits
placement of sharps waste in trash or recycle bins, and requires sharps waste to be placed in
special containers, these materials are still entering the waste stream and the environment and
pose a hazard to residents and workers. Additionally, there is no State law that mandates an
EPR take-back program for drug and sharps disposal. The Background section of this report
contains a discussion of previous State legislative attempts to address the end-of-life
management of unwanted pharmaceuticals and sharps.

At the federal level, the Food and Drug Administration (FDA), the Environmental Protection
Agency (EPA) and the Drug Enforcement Administration (DEA) recognize take-back programs
as the preferable method for safe disposal of drugs, but they do not preclude household trash
disposal or flushing of certain medicines as an option. The federal and State governments also
do not provide funding for locally sponsored or operated take-back programs.

Barring decisive State or federal leadership in adopting EPR programs for Unwanted Covered
Drugs and Unwanted Sharps waste, counties State-wide and nationally have been forced to
develop comprehensive solutions at the local level. On August 11, 2015, the Board addressed
this challenge by requesting County departments, the Sustainability Council and the Sanitation
Districts of Los Angeles County to “draft an ordinance” that would “provide for safe, convenient
and sustainably financed take-back options for consumers to properly dispose of
pharmaceutical and sharps waste.”

The proposed Ordinance will require manufacturers of “Unwanted Covered Drugs” and
“Unwanted Sharps” to develop Stewardship Plans (Plans) to address public health and safety
concerns thereby reducing opportunities of unintentional poisonings, illegal distribution, and
substance misuse or abuse; ensuring greater safety for sanitation and sewage treatment
workers; and reducing potential environmental contamination.

The Stewardship Plans must minimally provide for three take-back options:

> Collection Site Option: “Potential Authorized Collectors”, registered, or that may apply
to register with the DEA, will be able to host collection bins for residents to drop off




“Unwanted Covered Drugs”. Separate collection bins will be available for “Unwanted
Sharps” and may be located at alternative sites from the Drug collection sites.

Mail-Back Option: This option provides for the retumn of “Unwanted Covered Drugs” or
“Unwanted Sharps” from residents, upon request, utilizing prepaid, preaddressed,
tamper-resistant envelopes or containers used for mailing “Unwanted Covered Drugs”
and/or “Unwanted Sharps”. The Mailer used for “Unwanted Sharps” must be
FDA-compliant.

Collection Event Option: This option will involve periodic events that will allow
residents to bring “Unwanted Covered Drugs” or “Unwanted Sharps” to specifically
designated locations on a specified day and during a scheduled time period.

BACKGROUND
A. Board Actions
See Exhibit 1 for copies of all Board motions addressed in this section.

> November 5, 2008: Recognizing the need for manufacturers of products to take
responsibility for the impacts their products have on public health and the
environment at the end of life; and the need to reduce the burden on local
governments while meeting environmental mandates to prevent hazardous wastes
being improperly disposed of in landfills, rivers, streams and waterways, the Board
passed a motion taking the following actions:

1. Adopt a resolution supporting Extended Producer Responsibility;

2. Direct the County’s Legislative Advocates in Sacramento to actively pursue
legislation and Statewide policies that shift end-of-life management product costs
from local government to the manufacturers and incentivize the redesign of
products that have impacts on public health and the environment;

3. Authorize the Acting Director of Public Works and the Director of Internal
Services to jointly participate as a member of the California Product Stewardship
Council; and

4. Direct the Energy and Environmental Policy Team to evaluate and develop
recommendations for producer responsibility policies that County Departments
can implement, such as leasing products rather than purchasing them, requiring
producers to offer less toxic alternatives, and to take responsibility for collecting
and recycling their products at the end of their useful life.

»> October 13, 2009: In response to State law, (SB 1305, Figueroa, 2006), prohibiting
the placement of home-generated sharps waste in trash and recycling containers;
and in support of the County’s Home-Generated Sharps Waste Management
Program administered by Public Works (DPW) and Public Health (DPH), the Board
adopted a motion instructing the Director of Public Works, in collaboration with the
Directors of Health Services, Community and Senior Services, Public Health and the
Fire Chief to:




1. Identify and evaluate the potential for utilizing additional County facilities, such as
fire stations, pharmacies, hospitals and other locations, as sharps collection
sites;

2. Implement collection sites at the most feasible locations on a 12-month trial basis
based on the Public Health model with costs shared equitably amongst
participating departments;

3. Assess the feasibility of providing approved mail-back containers to assist the
elderly, disabled, and others who are unable to utilize the County’s expanded
network of sharps collection sites; and

4. Submit a report summarizing the resuits of this effort and include but not be
limited to:

Success of the trial collection sites in enhancing the Program
Barriers/challenges faced

Public outreach and education implemented

Cost analysis

Recommendations on making collection sites permanent, further expanding
collection and other adjustments to the Program.

CQaoTo

On April 14, 2011, the Department of Public Works reported back to the Board in
response to the motion. (See Exhibit 2 for a copy of the report.)

> October 21, 2014: The Board adopted the Roadmap to Achieve a Sustainable
Waste Management Future which identified “Priority Issues,” one of which was
Product Stewardship/Extended Producer Responsibility as “a policy approach in
which manufacturers assume a shared responsibility for the impacts and
management costs of their products at the end of life.” The Board adopted report
included an Initiative to Advocate for Extended Producer and Manufacturer
Responsibility: Explore the feasibility of establishing a County EPR ordinance for
materials such as pharmaceuticals; needles...while ensuring collected items are
properly managed in accordance with Federal, State and local laws using
environmentally sound practices.”*

> June 2, 2015: Recognizing the need to conveniently and safely manage the
disposal of unused and expired medication as a public health and environmental
issue; and further recognizing that the volume of pharmaceuticals is too great for
local programs to fully address, the Board adopted a motion directing DPW to
coordinate with the Interim Chief Executive Officer (CEQO), County Counsel, Sheriff
and the Directors of Public Health, Mental Health, Health Services, Internal Services,
and the Sanitation Districts to:

1. Investigate options for reducing improper use and disposal of unused/expired
medications, increasing public awareness and education, and improving the
current management system for unused/expired medications in the County;

b https://dpw.lacounty.gov/epd/Roadmap/PDF/Roadmap_Appendices.pdf
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2. Partner with the pharmaceutical industry to develop a public awareness
campaign to educate residents on the importance of how to properly store and
dispose of unused medications and the negative effects to the environment when
medication enters the waste stream and waterways;

3. Actively support and pursue EPR legislation and take-back programs for sharps
and pharmaceuticals at the State level, consistent with the County’'s adopted
Legislative Agenda and Roadmap to a Sustainable Waste Management Future;

4. Investigate the feasibility of adopting an ordinance similar to the pharmaceutical
take-back ordinance adopted by the counties of Alameda, San Mateo,
San Francisco and Santa Clara; and )

5. Investigate the feasibility of utilizing the County’s purchasing power to negotiate
producer/pharmacy take-back programs.

In response to that motion, on July 2, 2015, the Extended Producer Responsibility
Working Group (EPR Working Group), including those entities identified above,
submitted a report to the Board, Managing Unused and Expired Medications and
Sharps Waste in the County of Los Angeles, responding to Items 4 and 5 and
recommending that “the Board adopt a pharmaceutical and sharps waste EPR
ordinance in which pharmaceutical manufacturers and producers would develop and
fund take-back programs providing collection services that are reasonably
convenient and adequately meet the needs of the population being served. 75

» August 11, 2015: In response to the EPR Working Group’s July 2" report
recommending an EPR ordinance and recognizing that other counties had adopted
pharmaceutical take-back ordinances, the Board adopted a motion directing the
Interim CEOQ, in collaboration with the County’s Sustainability Council, and the EPR
Working Group to:

1. Draft an ordinance which requires manufacturers and producers of prescription
and nonprescription drugs and sharps to develop product stewardship take-back
programs to collect and dispose of unused/unwanted pharmaceutical and sharps
waste from County residents;

2. Initiate stakeholder engagement with the pharmaceutical industry and other
stakeholders to solicit feedback on the ordinance; communicate the need to
provide safe, convenient, and sustainably financed take-back options for
consumers to properly dispose of pharmaceutical and sharps waste; and
generate awareness about the collection program that will be created;

3. Return to the Board within six months with the recommended ordinance for
consideration.

The Board amended the motion to have the stakeholder process occur first before
the ordinance was drafted.

® file.lacounty.gov/bc/q3_2015/cms1_230598.pdf



On October 1, 2015 the Working Group responded to Items 1-3 of the
June 2, 2015 Board motion and provided a status update on the activities
undertaken by the EPR Working Group as it related to development of the
Ordinance. (See Exhibit 3 for a copy of the report.)

B. Board Policy

On December 8, 2015, the Board adopted the County’s 2015-16 State Legislative
Agenda, Second Year, stating that the County should:

> “Support legislation that places greater emphasis on producer/manufacturer
responsibility for the environmental impact of their products and the waste that is
produced, and shifts end-of-life management and financial responsibilities from local
governments to producers, in order to reduce public costs and encourage
improvements in product design that promote environmental sustainability; and

> “Support and pursue extended producer responsibility legislation and take-back
programs for sharps and pharmaceuticals at the State level, consistent with the
County’s adopted Legislative Agenda and Roadmap to a Sustainable Waste
Management.”

C. County Programs and Initiatives
County Programs

> Home-Generated Sharps Waste Management Program: DPW provides
State-approved, puncture-proof containers for residents to safely collect their sharps
waste. The containers can be obtained free of charge at 117 distribution sites and
there are 77 collection sites Countywide including 9 permanent household hazardous
waste collection centers, 21 Sheriff's stations, and 10 Public Health Centers. This
multi-departmental effort was in response to Senate Bill 1305, (Figueroa, 2006),
prohibiting the placement of home-generated sharps waste in trash and recycling
containers and requiring the use of State-approved containers for the collection and
transportation of sharps waste. Exhibit 4 is a list of sharps take-back sites in
Los Angeles County.

> Safe Drug Drop-Off Program: On September 29, 2009, the Sheriff's department
launched the Safe Drug Drop-Off Program as a 30 day trial at the Lomita Sheriff's
Station with the support of the Metropolitan Water District, Sanitation Districts and
Beaches and Harbors. The success of the pilot resulted in the expansion of the
Program to an additional 20 Sheriff's stations. These designated Sheriff locations
have self-serve drop boxes for the collection of home-generated sharps waste and

8 http://ceo lacounty.gov/igr/PDF/State%20Leq%20Agen _transmittal%20memo_121515.pdf ; Section 2.7
Recycling and Waste Reduction; page 14, #12 and #13.




pharmaceutical waste. The Program was established to provide an opportunity for
residents to safely and anonymously drop-off expired or unused drugs, sharps
waste, and other controlled substances. DPW assumed administration of the
contract to manage the home-generated sharps waste collected at the designated
Sheriff's stations. Sheriff's stations also assist with public outreach and education
efforts.

Household Hazardous Waste Program (HHW): Implemented in 1988, the HHW
program provides residents with a convenient free outlet to dispose of their
pharmaceutical drugs (drugs) and sharps waste at a permanent center or collection
event in various communities throughout the County. This program, however, is not
authorized to accept any of the prescription drugs that are considered controlled
substances.

The County’s programs collect more than 50,000 pounds of drugs and sharps waste
annually. While these efforts represent a much needed and important service for the
proper and safe disposal of Unwanted Covered Drugs and Unwanted Sharps, the
increasing volume of drugs and sharps waste is too great for these local County
programs to fully address the problem. It also creates a financial burden and
growing responsibility on the County for handling drugs and sharps wastes, rather
than placing the responsibility for the disposal and management of these unwanted
products on the manufacturers (Responsible Stewards).

County Initiatives

Safe Drug Disposal: DPH'’s, Prescription Drug Abuse Coalition, also known as Safe
Med LA, has developed a five-year strategic plan to address prescription drug abuse,
focusing on six priorities, one of which is Safe Drug Disposal. The objective of this
priority is to support convenient, safe and free prescription drug disposal programs in
Los Angeles County to help decrease the supply of unused drugs. Safe Med LA has
reported that nearly 70% of people who have used prescription drugs for nonmedical
purposes reported obtaining them from family relatives or friends.

Safe Med LA concluded that available options for safe disposal of prescriptions
drugs are insufficient to meet community needs and indicated in its five-year
strategic plan that it will:

a) Support the efforts of the County’s EPR Working Group in the development and
implementation of an EPR ordinance in which pharmaceutical manufacturers and
producers would be required to implement take-back programs for the unwanted
and unused products that are convenient and adequately meet the needs of the
population being served.

b) Engage pharmacies and pharmaceutical manufacturers in discussions around
implementing safe, convenient, and environmentally responsible drug disposal
programs.

c) Explore opportunities to promote and expand the number of drug drop-off
locations in Los Angeles communities.



D. County Supported Legislative Efforts Related to Drug and Sharps
Take-Back Programs

On April 23, 2013, the CEO sent a memo to the Board indicating support for
AB 403 (Stone) and SB 727 (Jackson) finding these bills “consistent with the County’s
existing policy to support legislation that places greater emphasis on
producer/manufacturer responsibility for the environmental impact of their products and
the waste that is produced, and shifts end-of-life management and financial
responsibilities from local government to producers...”

> AB 403 (Stone): The measure, introduced in the 2013-14 legislative session, would
have required businesses that sell medical sharps to establish a product stewardship
plan for the end-of-life management of home-generated medical sharps. This
measure was introduced based on the following findings:

a) Per the State legislative analyst, an estimated 1 million people in California were
using disposable needles (sharps) at home to deliver medications to treat a
variety of diseases and conditions, including diabetes, cancer, multiple sclerosis,
migraines, and allergies. California households were using more than 389 million
disposable needles and syringes each year.

b) Since 2008, it has been illegal in California for individuals to throw away
home-generated sharps. While the state banned needles from trash disposal in
2008, there was still no consistent, statewide program that was sustainably
funded or had high levels of effectiveness at collecting the majority of sharps
disposed of each year in California. As a result, thousands of pounds of illegally
disposed of sharps were entering the municipal waste stream each year, putting
many people at risk of injury or infection.

¢) Sharps in the trash pose serious health risks to sanitation workers, water
treatment facility operators, and the general public. In addition to the immediate
risk of a needle stick injury, sharps put individuals at risk of acquiring blood borne
infectious diseases, such as hepatitis or HIV. Individuals who suffer a needle
stick injury must receive immediate treatment and follow-up care, including
multiple lab tests and medications.

d) When sanitation workers encounter sharps, productivity suffers and costs
increase. When workers sustain a needle stick injury, the costs of care are borne
by the waste management company, the workers’ compensation insurer, and
ultimately, taxpayers and ratepayers.

e) It was the intent of the Legislature, in enacting the safe home-generated sharps
recovery program, to ensure affordable and convenient sharps collection
opportunities, which, in turn, would help prevent the improper management of
those sharps.



The drug manufacturing industry and sharps manufacturing industry opposed the bill

citing:

a)

b)

f)

The development and distribution of sharps involves many stakeholders and
placing the responsibility for end-of life disposal solely on manufacturers was an
unfair burden.

The number of needle-stick injuries and associated medical costs are low
compared to the growing number of self-injected medications being prescribed.

The program creates a cost pressure in healthcare by establishing a statewide
bureaucracy that is rigid and punitive requiring: educational outreach material
distribution, establishing collections sites, hiring auditors, incurring transportation
and disposal costs, and administrative penalties.

The program would create a financial impact on Medi-Cal and its patients.

The program would allow medical devices to be banned preventing patients from
obtaining medical devices with sharps.

The mandated collection rates were not practical since the manufacturer does
not have control over the patient's actions and cannot compel them to return
sharps.

This bill died in the Assembly Appropriation Committee on January 31, 2014.

» SB 727 (Jackson): The measure, introduced in the 2013-14 legislative session,

would have required producers of pharmaceutical products sold in the State to
develop and implement a program to collect, transport and process home-generated
pharmaceutical drug waste. This measure was based on the following findings:

a)

b)

The stockpiling of unused and unwanted pharmaceuticals had increased rapidly
in recent years, creating access to potentially dangerous drugs to children and
adults alike. Accidental poisoning from ingestion of drugs among children often
occurred in homes where medicine was easily accessible. The Partnership for a
Drug-Free America released a report in February 2010 indicating that over
60 percent of teenagers were able to obtain prescription painkillers free of charge
from family and friends.

Poisoning was the fastest rising cause of accidental death among older adults,
particularly from overdoses of prescription drugs and over-the-counter
medications. Unintentional poisoning of adults over 60 years of age resulting in
hospitalization increased by 43 percent in the County of Alameda from 1998 to
2006.

Pharmaceutical residues were accumulating in groundwater and drinking water.
Drugs were entering the environment through multiple sources, including flushing
toilets or through leaks in landfills. Even the most advanced wastewater
treatment plants were not currently able to account for these chemicals.



d)

The cost of developing the waste treatment for wastewater would be extremely
high. Thus, many drugs would continue to pass through wastewater treatment
systems and contaminate receiving waters unless the source of the problem
could be addressed.

Safe and convenient medical waste recovery programs were considered critical
in reducing the negative social and environmental health impacts of improper or
illegal disposal.

Product stewardship programs in Canada and Europe for hazardous wastes,
medical wastes, and hard-to-handle wastes, including electronic waste,
packaging, beverage containers, batteries, mercury-containing lamps, and other
mercury-containing products had demonstrated that shared producer
responsibility resulted in significant improvements in safe end-of-life
management and reductions in taxpayer and ratepayer costs.

The drug manufacturing industry and sharps manufacturing industry opposed the bill
for the following reasons:

a)
b)

c)

d)

100% of the costly program would be bome by the manufacturers.
The bill introduces harsh penalties.

Manufacturers would be responsible for implementation costs including:
establishing collection sites, meeting CEQA requirements, absorbing liability,
transportation, and processing and disposal costs for the products. All of these
requirements would impact the cost of affordable medicine.

End of life for most drugs is ingestion by the patient and therefore the medicine is
not returnable to a collection site. The manufacturer will not be able to collect the
amount of unused medicine required by the Program as there should be none
left.

It is not practical to penalize a manufacturer based on whether or not a patient
chooses to utilize a collection site. Establishing performance goals would
penalize manufacturers for actions that are out of their control. Furthermore,
penalizing manufacturers for the actions, or non-actions of patients would be a
violation of due process.

This measure was returned to the Secretary of the Senate on February 3, 2014 and is
an inactive (dead) bill.

On March 24, 2014, the CEO sent a memo to the Board indicating support for SB 1014
(Jackson) finding this bill “consistent with the County’s existing policy to support
legislation that places greater emphasis on producer/manufacturer responsibility for the
environmental impact of their products and the waste that is produced, and shifts end-of-
life management and financial responsibilities from local government to producers...”

> SB 1014 (Jackson): This measure, introduced on February 13, 2014, would have

required a producer of certain pharmaceuticals to submit a product stewardship plan
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for the safe take-back and proper disposal of home-generated pharmaceutical waste
at no cost to consumers. This measure was based on the following findings:

a) There had been an increasingly serious problem with prescription drug abuse,
accidental poisonings and the detection of pharmaceutical products in State
waters.

b) Local governments had struggled to establish safe and convenient medication
take-back programs for the unused and expired prescription drugs, over the
counter drugs and veterinary drugs in their homes.

¢) Unused medications were often flushed or thrown in the frash because there
were few, if any, safe and convenient options.

d) Due to the drug abuse epidemic, diversion was critical to protect public health.
The drug manufacturing industry opposed the bill for the following reasons:

a) Voluntary programs are available through law enforcement, the DEA National
Take-Back Day and education encouraging in-home disposal such as the
American Medicine Chest Challenge.

b) There are already active facilities accepting medications, pharmacies partnering
with law enforcement offering take-back events, and mail-back programs.

c) Drug take-back programs do not address the issue of pharmaceuticals in the
environment which are primarily from human waste not from improper disposal
and that the trace amounts found in water are not harmful to human health.

d) Research demonstrates that household trash disposal is effective for disposing of
unused medicines once patients mix them with an undesirable substance to
avoid diversion. Programs such as SMARXT Disposal, a partnership between
the federal Fish and Wildlife Service, the American Pharmacists Association and
PhARMA accomplish the same goal of removing unused medicines from the
home while discouraging patients from flushing medicines down the toilet or
disposing of them down the drain. Note: U.S. Fish and Wildlife Service have not
participated in this program for several years.

e) Increases cost of pharmaceuticals which is inconsistent with the goal of keeping
medicine affordable. Patients should take medications as prescribed which
would cut down on the number of unused medications. This can be monitored
through tools such as the Prescription Drug Monitoring Program allowing
healthcare providers to review medication history.

f) Creates a rigid program with tight bureaucratic controls with mandates, plan
approval requirements and penalties.

g) Requires an annual report detailing sales data compared to collection data
penalizing companies if patients are compliant with drug treatment regimens.

The bill died in the Assembly Appropriations Committee in November 2014.
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On April 27, 2015, the CEO sent a memo to the Board indicating support for AB 1159
(Gordon) finding this bill “consistent with the County’s existing policy to support
legislation that places greater emphasis on producer/manufacturer responsibility for the
environmental impact of their products and the waste that is produced, and shifts end-of-
life management and financial responsibilities from local government to producers...”

» AB 1159 (Gordon): This measure, as amended on April 21, 2015, wouid require’
producers and product stewardship organizations of covered products, either
home-generated sharps waste or household batteries, to develop and implement a
product stewardship plan by July 1, 2017. The plan would have to include strategies
to achieve performance standards and a funding mechanism to carry out the plan.
This measure was based on the following findings:

a) Sharps are widely used and lack convenient disposal and recycling opportunities
for consumers.

b) Sharps have significant and indisputable end-of-life impacts.
The bill died in the Assembly Appropriation Committee on January 31, 2016.
Exhibit 5(a) includes CEO memos to the Board regarding AB 403 (Stone),
SB 727 (Jackson), SB 1014 (Jackson) and AB 1159 (Gordon). Exhibit 5(b) includes the
pharmaceutical industry opposition letters to AB 403 (Stone), SB 727 (Jackson), and
SB 1014 (Jackson).
E. County Survey
» Purpose: The Medicines and Sharps Disposal Survey was conducted by the Health
Care Consumer Protection Program, DPH on behalf of the EPR Working Group to

find out:

a) How members of the public in Los Angeles County currently dispose of unused
or unwanted drugs and sharps;

b) The public’s beliefs on the possible environmental impact of drug and sharps
disposal; and

c) The public’s thoughts on potential future options for drug and sharps disposal.

» Method: Residents of Los Angeles County, who were 18 or older, were invited to
complete the survey in three settings:

a) Los Angeles County’s Department of Health Services (DHS) pharmacies
(H. Claude Hudson and Hubert H. Humphrey Comprehensive Health Centers)

b) Ralphs pharmacies in Los Angeles County (16 pharmacies)

c) Online, via SurveyMonkey®
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The survey was available in English and Spanish and was anonymous and confidential.
Paper surveys were self-administered in the DHS pharmacies, and the online survey
was posted on the DPH website and promoted via social media by e-mail and flyers.
It was also sent to DPH partners, EPR public stakeholders, parent groups, and all
DPH staff, people attending household hazardous waste drop-off events, and
DHS patients receiving medicines through the mail. All persons who received the survey
link were encouraged to share it broadly with adult residents of the County.

The study was approved by DPH and DHS’s Institutional Review Board.
» Results: Below are the key findings of the survey:

The survey was completed by a total of 1,062 people (342 Ralphs, 126 DHS and 594
online).

a) Medication Disposal

e More than half of respondents, (59%), said that they have medicines in their
homes that are out of date or are no longer needed; and 45% of these people
said that they did not know what to do with the medicines.

e In the survey there were 753 people who indicated at least one way that they
usually disposed of medicines. Of these, 570 people (76%) reported disposing of
medicine in the trash and/or drain but 48 of these people also selected other
methods of disposal that keep medicines out of landfill and water supplies.
Overall, of the 753 people who reported disposing of their medicines, 69% use
the trash or drain as their only method of medication disposal.

b) Sharps Disposal

e Overall, 24% of respondents reported that they, or someone in their household,
used medical sharps and of these 56% said they always place their used sharps
in an approved sharps container and 16% said that they sometimes do.

e Overall, of the 196 people who reported disposing of shamps, 38% use the trash
or drain as their only method of disposal.

c) Future Disposal Preferences of Medication and Sharps

All participants were asked to select one option that they would prefer to use in the
future to dispose of sharps and medicines free of charge; (69%) chose a drop-off bin
in a pharmacy; 15% chose mail back envelopes; 8% chose drop-off boxes at clinics;
and 7% chose drop off boxes at Sheriff or police stations.

All participants were asked what best described their response to the following
statement: “One of the ways that has been suggested for people to dispose of
unwanted medicines and sharps is to place them in drop off bins in pharmacies.”
The vast majority of participants (87%) selected “this is a good approach,” while 7%
selected either “undecided” and 7% selected “| have some concerns.” More people
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were undecided (24%) or had concerns (11%) about this scenario if the pharmacies
are located in stores that sell fresh food.

In the general comments section, the majority of commenters expressed support for
safe, accessible, and convenient options for disposal of medicines and sharps. The
survey questions are attached in Exhibit 6.

d) Environmental Concerns of Disposing of Medicines

Nearly three-quarters of respondents (74%) reported believing that putting medicine
down the toilet or sink is harmful for the environment and over one-half (54%) believed
that putting medicines in the trash was harmful.

F. Drugs and Sharps Stewardship Programs in Other Jurisdictions

Exhibit 7(a) provides information on EPR drug take-back programs: 1) State-wide in
Alameda, Marin, Santa Clara, Santa Cruz, and San Mateo counties and the City and
County of San Francisco; 2) Nationally in King County, Washington; and
3) Internationally in Belgium, Brazil, Canada, Colombia, France, Hungary, Mexico,
Portugal, and Spain. One or more members of the EPR Working Group also met or
conducted conference calls with Alameda County, San Francisco, and King County,
Washington. To learmn more about the EPR program in Mexico, the CEO contacted
SINGREM, a civil non-profit association created by the pharmaceutical industry and
supported by health and environmental authorities for the management and disposal of
obsolete and leftover medicine stored in homes.

While Stewardship Programs have been implemented internationally, implementation in
the United States was hindered, in part, by the drug manufacturing industry’s court
challenge to the Alameda County Drug Disposal Ordinance. However, on May 26, 2015,
the United States Supreme Court declined to review the challenge to Alameda’s
Ordinance. The Court's decision, upheld the 9" Circuit Court of Appeals’ opinion of
September 30, 2014, which found that the ordinance, requiring pharmaceutical
manufacturers to fund drug take-back programs in Alameda County, did not unduly
interfere with interstate commerce or discriminate against out-of-state manufacturers.

Exhibit 7(a) documents the status of ordinance efforts to date. Exhibit 7(b) is a
Pharmaceutical Take-Back Ordinance Comparison Chart.

G. Other Data and Information Supporting Drug and Sharps Stewardship
Programs

» General Supporting Data and Information

a) CalRecycle found that local governments currently fund more than 80 percent of
collection programs. CalRecycle is not aware of funding support from
pharmaceutical manufacturing industries for collection programs in Califomnia;
this contrasts significantly with the level of private sector funding in Canada and
several European countries.’

" CalRecycle Report to the Legislature, Recommendations for Home-Generated Pharmaceutical
Collection Programs in California, December 2010, page 7
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b) The Pharmaceuticais from Households: A Return Mechanism pilot program in the
State of Washington found that: 1) Medicine return programs are cost-effective to
operate; 2) A statewide program could collect a substantial amount of unwanted
medicines; 3) Community demand for safe disposal of medicines is high; and
4) Sustainable funding is needed for a statewide medicine return program. ®

c) Estimates show that over 40 percent of prescription drugs dispensed each year
to consumers in the United States are never actually used. Instead, over
$1.0 billion of prescription drugs are either stored in medicine cabinets or thrown

9
away.

» Department of Public Health Data and Information

a) According to the Health Officer for Los Angeles County, prescription drug abuse
has become one of the fastest growing public health concerns in the
United States, and in Los Angeles County.

b) In 2013, DPH published “Prescription Drug Abuse in Los Angeles County,
Background and Recommendations for Action”. The report indicated that a 2011
Los Angeles County Health Survey showed that 5.2% of adults
(18 and over) or an estimated 379,000 adults reported misusing prescription
drugs. Prescription drug use by youth in the County in 2010 demonstrated that
11% of students in grade 9, 14% of students in grade 11, and 37% of students in
continuation, community day or aiternative high schools misused prescription
painkillers at least once in their lifetime. The report noted that “prescription drug
abusers often obtain pills from the medicine cabinets of friends and family
members.” Therefore....”unused medications should be disposed of immediately
and properly.”

¢) Related to prescription (Rx) Opioid misuse and abuse, DPH reported in
March 2015:

e Among individuals who misused/abused Rx opioids in the past year, most
(67.6%) had obtained Rx opioids from their friends or relatives.

e Up to 2012, approximately 42 tons of unwanted or expired prescription drugs
were tumned in to the DEA'’s drug take-back sites or Sheriff’'s Department Safe
Drug Drop Off boxes in Los Angeles County.

e According to the Office of Statewide Health Planning and Development Data,
adjusted for inflation to 2015 US dollars, the sum of hospital charges for all
hospitalizations with any Rx opioid-related diagnosis or external cause of
injury at hospital discharge significantly increased by 68% from 2006
($399 million) to 2013 ($673 million).

B CalRecycle Report to the Legislature, Recommendations for Home-Generated Pharmaceutical
Collection Programs in California, December 2010, page 21

) Prepared for. Coastal Coalition for Substance Abuse Prevention: Drug Take-Back Programs: Safe
Disposal of Unused, Expired, or Unwanted Medications in North Carolina, October 10, 2010, page 5
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¢ According to the County Medical Examiner-Coroner data, nearly 400 deaths,
(ranging from 360 to 469,) test positive for Rx opioids at death each year in
the County. Rx opioids are involved in about 60% of all drug-related deaths
from 2006-12 in the County.

e The number of hospitalizations with any Rx opioid-related diagnosis or
external cause of injury increased by 30% from 2006 (11,230) to
2013 (14,594).

e The number of emergency department visits with any Rx opioid-related
diagnosis or external cause of injury increased by 171% from 2006 (3,354) to
2013 (9,075).

o According to the Los Angeles County Participant Reporting System data, the
number of individuals admitted to a publicly funded treatment program for
Rx opioids as their primary drug of choice in the County increased by 86%
from 1,490 in 2006 to 2,766 in 2013.

» Other Related Public Health and Safety Data and Information

a)

According to the National Institute on Drug Abuse, in 2011, 52 million people in
the United States over the age of 12 used prescription drugs non-medically in
their lifetime.™®

Prescription drug abuse is a significant public health and public safety issue, and
a large source of the probiem is a direct result of what is in Americans’ medicine
cabinets.”

The National Community Pharmacists Association and the Modern Medicine
Network estimates that nationwide 200 million pounds of pharmaceutical waste is
generated and that much of that waste ends up in medicine cabinets in homes or
disposed of through sewers or waste systems.

In 2009, 1.2 million emergency department visits, an increase of 98.4 percent
since 2004, were related to misuse or abuse of pharmaceuticals.'

In terms of sharps, the EPA estimates that about 8 million people in the
United States use more than 3 billion needles, syringes, and lancets each year.

According to the EPA “people at the greatest risk of being stuck by used sharps
include sanitation and sewage treatment workers, janitors and housekeepers and
children.”

0 NSDUH: http://www.samhsa.gov/data/NSDUH/2k11Results/NSDUHresults2011.htm

" Executive Office of the President: Epidemic: Responding to America’s Prescription Drug Abuse Crisis,
2011, page 7
2 substance Abuse and Mental Health Services Administration. Highlights of the 2009 Drug Abuse
Warning Network (DAWN) findings on drug-related emergency department visits. The DAWN Report.
Rockville, MD:;
Services Administration; 2010. Available at http://oas.samhsa.qov/2k10/dawn034/edhighlights.htme.
Accessed October 3, 2011

US Department of Health and Human Services, Substance Abuse and Mental Health
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» Environmental Data and Information

a) Improper disposal of drugs down the toilet or drain or in the trash provides a
pathway for the active pharmaceutical compounds to enter the environment
including the water supply.™

b) According to the EPA “studies have shown active pharmaceutical ingredients are
present in some groundwater and drinking water, some portion of which is likely
due to flushing [down the drain/toilet]. Further, some limited studies have shown
active pharmaceutical ingredients present in landfill leachate that is collected in
municipal solid waste landfill leachate systems. Incineration of unwanted
household pharmaceuticals will reduce the amount of household
pharmaceuticals that are disposed by both flushing and landfilling.”"®

c) Collection programs provide a safe, legal and environmentally preferable
alternative to managing unwanted drugs in the possession of consumers. This is
a driving force for establishing home-generated pharmaceutical collection
programs.®

d) In 2012, the World Health Organization (WHO) reported that “a number of
studies found trace concentrations of pharmaceuticals in wastewater, various
water sources, and some drinking-waters."’

e) There is broad consensus, including among the FDA'™®, EPA™ and the WHO*
that drug take-back programs are the preferred choice for proper disposal of
expired or unwanted prescription and over-the-counter drugs. Even the
pharmaceutical manufacturing industry recognizes that safe disposal programs
help prevent diversion in an environmentally friendly manner.?’

f) The EPA recommends incineration as the preferred method of disposal to
address both environmental concerns and concerns regarding improper use of
pharmaceuticals.?

'3 Community Options for Safe Needle Disposal (USEPA, October 2004)
" Pharmaceuticals in Drinking Water (World Health Organization 2012)
'® Recommendation on Disposal of Household Pharmaceuticals Collected by Take-Back Events, Mail-
Back, and Other Callection Programs (EPA Memorandum, September 2012)
'® CalRecycle, Report to the Legislature, Recommendations for Home-Generated Pharmaceutical
Collection Programs in California, December 2010, page 12
"7 Information sheet: Pharmaceuticals in drinking-water (WHO, 2012)
'® Disposing Unused Medicines: What you Should Know (FDA website)
Collecting and Disposing of Unwanted Medicines (EPA website, at

http://www.epa.gov/hwgenerators/collecting-and-disposing-unwanted-medicines)

Pharmaceuticals in  Drinking Water (World Health Organization 2012); found at
http://apps.who.int/iris/bitstream/10665/44630/1/978924 1502085 eng.pdf?ua=1
T Safe Disposal of Prescription Medication and Environmental Protection (Pharmaceutical Research and
Manufacturers of America website)
?2 Recommendation on Disposal of Household Pharmaceuticals Collected by Take-Back Events, Mail-
Back, and Other Collection Programs (EPA Memorandum, September 2012)
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More detailed environmental findings are set forth in the CEQA Findings in
Attachment IIl.

IV. STAKEHOLDER ENGAGEMENT PROCESS

The August 11, 2015 motion directed the EPR Working Group to conduct a stakeholder process
prior to drafting the Ordinance. The following identifies the stakeholder engagement process
undertaken by the EPR Working Group:

» Public Health Webpage http:/publichealth.lacounty.gov/pharma.htm.: The webpage
includes Board motions and reports related to the Pharmaceutical Drug and Sharps
Take-Back Ordinance; the goals and objectives of the Ordinance and
take-back program; the draft Ordinance and key elements of the Ordinance;
informational resources on sharps waste, prescription drug abuse in the County, and
County programs and disposal options; stakeholder information including meeting
dates and the EPR e-mail address provided for stakeholder comments; the
medicines and sharps disposal survey; copies of written correspondence submitted
to the EPR Working Group; and a summary chart of comments received by the EPR
Working Group from all stakeholders and responses to those comments related to
the Draft Ordinance.

» Stakeholder Meetings:

a) Technical Advisory Group (TAG) Meetings: In addition to the EPR Working
Group, a broad range of representatives that could potentially be most affected
by the Ordinance were participants on the TAG including the pharmaceutical
manufacturing industry, sharps manufacturing industry, pharmacies and retailers,
including distributors/wholesalers, hospital associations, environmental advocacy
organizations, pubic interest organizations, waste management businesses, and
sanitation agencies including waste-water treatment facility operators.
Exhibit 8 provides a list of TAG participants. The TAG held 4 meetings, noticed
via e-mail invitation and the DPH website, on: September 28, October 14,
October 27 and November 13, 2015. Exhibit 9 outlines the Ordinance objective,
program goals and TAG purpose. TAG representatives were encouraged to
provide comments throughout the meeting process, as summarized below:

e Pharmaceutical Manufacturing Industry: The pharmaceutical manufacturing
industry opposes an EPR Ordinance requiring a product stewardship plan
financed by their industry. The industry believes that these plans, to date:
1) Have not been effective, largely because pharmacies and retailers are not
mandated to participate; 2) Creates costs borne solely by the manufacturers
for collection bins, program administration, mail-back processing, and
transportation and disposal of medication; and 3) Creates a rigid and punitive
bureaucratic process.  Additionally, the pharmaceutical manufacturing
industry does not believe that the science substantiates that their products
create significant environmental or public health and safety issues for
humans or animal life when disposed of properly in the home. The
pharmaceutical manufacturing industry advocates for patients to be educated
on the: 1) Proper use of medication; 2) Proper storage of medicines in the

"~ home; and 3) Effective methods of household trash disposal of unwanted and
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unused medication. The pharmaceutical manufacturing industry proposes
outreach and education efforts, such as MyOldMeds, SMARTXT Disposal and
the Pharmaceutical & Sharps Safe Disposal Education Initiative to address
drug abuse, drug diversion, poisoning and ingestion. These programs
encourage residents to: 1) Practice in-home disposal, disposing drugs in their
trash after completing a 4-step process or flushing FDA authorized drugs
down the foilet; 2) Participate in community disposal programs, such as
disposing of drugs and sharps at the Sheriff’'s stations collection bins and
take-back events like the HHW Events; and/or 3) Participate in the DEA
sponsored National Prescription Drug Take-Back Day.

e Sharps Manufacturing Industry: The sharps manufacturing industry also
opposes an ordinance requiring a product stewardship plan financed by their
industry. They believe that since State law prohibits the placement of
home-generated sharps waste in trash and recycling containers that
consumers have been provided with clear instruction on how to manage their
sharps; and that there have been ample coliection sites established in
Los Angeles County. There are also distribution sites that offer sharps
disposal containers. The sharps manufacturing industry encourages
broadening outreach and education and addressing any other solutions
through the legislative process rather than by implementing a local
government ordinance.

e Pharmacies and Retailers, including Distributors/MWWholesalers, and Hospital
Associations: Pharmacies, retailers, distributors/wholesalers and hospitals
believe that, if an ordinance is passed, their participation in a take-back
program should be voluntary and offer a range of options including outreach
and education programs.

e Waste Management Businesses, Sanitation Agencies including Waste-Water
Treatment Facility Operators, Environmental Advocates, and Special Interest
Groups (e.g. senior organizations): These groups are all advocates
supporting the County Ordinance and believe this framework will address
public health and safety concerns as well as potential environmental
consequences that result from the lack of proper disposal options for
Unwanted Covered Drugs and Unwanted Sharps. They also support a
sustainably financed program by the drug and sharps manufacturing
industries as Responsible Stewards. These organizations are proponents of
an outreach an education program in alignment with the County’s ordinance.
They do not support educating the public to place drugs in the trash or
dispose of them down the drain.

b) General Public Meetings: There were 2 meetings held on September 28 and
November 13, 2015 for the general public and a webinar option was offered to
encourage greater participation and facilitate live, on-line access to the meetings.
The EPR Working Group and many TAG representatives were also in
attendance at these meetings. Public notification of the meetings was handled
through e-mail blasts, flyers, information on DPH’s website, and radio and cable
public service announcements. The general public was largely supportive of the
Ordinance and shared a number of personal stories. In particular, there was
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strong representation from senior citizens, the Surf-Rider Foundation and other
environmental organizations.

Exhibit 10 is a list of stakeholders that support and those that oppose the Ordinance.

> Dedicated E-Mail Address (EPR@lacounty.gov) to Obtain Feedback/Input: An
e-mail address was set up so that members of the public, stakeholders, and other
organizations had easy access to provide comments to the EPR Working Group.

» Creation of a Stakeholder Database: The EPR Working Group developed a
comprehensive database of stakeholders potentially interested in the Ordinance, and
requested from the TAG members any suggestions of additional stakeholders to be
added to the database.

» Stakeholder Comments and Working Group Responses to Comments: A
summary of written comments received by the EPR Working Group from all
stakeholders and responses to their comments from the meetings and
correspondences received related to the Draft Ordinance has been posted on the
DPH website at http://publichealth.lacounty.gov/pharma.htm.

> Meeting Handouts Provided to Stakeholders: In order to facilitate the stakeholder
meetings, the EPR Working Group prepared various documents for the meetings
including: 1) Ordinance Objective, Program Goals and TAG Purpose (Exhibit 9);
2) Key Ordinance Elements Based on EPR Ordinances in California; 3) Ordinance
Outline; 4) Pharmaceutical Take-Back Brochure; and 5) Matrix of Potential Roles and
Responsibilities. (See Exhibit 11 for documents 2-5.)

» Draft Ordinance: On November 5, 2015, the EPR Working Group provided all
stakeholders with the Draft Ordinance for review and comment. The revised Draft
Ordinance was provided to stakeholders on January 5, 2016, requesting any
additional comments by January 15, 2016.

» Other Stakeholder Meetings: One or more members of the EPR Working Group
also met with the League of Cities, Contract Cities, City of Los Angeles, the San
Gabrie! Valley Council of Governments, and the Las Virgenes-Malibu City Manager’s
Meeting. Conference calls and meetings were also conducted with the sharps
manufacturing industry, the pharmaceutical manufacturing industry, pharmacies and
retailers, including distributors/wholesalers, and hospital associations.

EPR Working Group’s Conclusions Based on Stakeholder Feedback

»> Although the Board’s motion instructed the EPR Working Group to prepare an
ordinance requiring manufacturers of drugs and sharps to develop product
stewardship take-back programs, the EPR Working Group did consider proposals
brought forth, specifically by opponents to the Ordinance, such as the
pharmaceutical manufacturing industry, which emphasized a voluntary program and
an outreach and education program. While we agree that outreach and education
should include community disposal programs and take-back days, which are
currently implemented and financed by the County, we do not concur that consumers
should be encouraged to dispose of unused pharmaceutical products in the trash or
disposed of down the drain due to public safety and environmental consequences as
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detailed in this Report and the CEQA Findings, Attachment lll. An outreach and
education campaign must be implemented in conjunction with providing residents
options that maintain public health and safety and safeguard the environment from
potential impacts.

» Outside of the pharmaceutical and sharps manufacturing industries, there was strong
support for the County to move forward with implementing an ordinance involving a
product stewardship take-back program.

» Based on meeting discussions and written comments received, a Stewardship
Program is the only way to meet the goals and direction of the Board's
August 11, 2015 motion which directed that the EPR Working Group identify a safe,
convenient and sustainably financed collection and disposal program, including a
public education and outreach component.

V. PURPOSE OF THE ORDINANCE

The purpose of the Ordinance “is to establish a Pharmaceutical Drugs and Sharps Stewardship
Program that: 1) Allows for the safe, convenient, and sustainable collection and disposal of
Unwanted Covered Drugs and Unwanted Sharps by County residents, and 2) Protects,
maintains, restores and/or enhances the environment and its natural resources.” The
Stewardship Program will be designed, operated and funded by the Pharmaceutical and Sharps
industries with regulatory oversight by the County Department of Public Health.

VI. REGULATIONS

The Ordinance has been drafted consistent with DEA, EPA, and FDA Regulations. Exhibit 12
provides a chart highlighting the: 1) DEA Rules for Disposal of Controlled Substances;
2) FDA Recommendations on How to Dispose of Unused Medications; and 3) EPA
Recommendations for Collecting and Disposing of Unwanted Medicines.

VI. KEY ELEMENTS OF THE COUNTY’S PHARMACEUTICAL DRUGS AND SHARPS
COLLECTION AND DISPOSAL STEWARDSHIP ORDINANCE

Stewardship Plan(s)
A. Participation (Section 11.17.030)

> The “Responsible Steward(s)” of covered drugs or sharps will operate or participate
in a Stewardship Plan (Plan) for the collection, transportation and disposal of
Covered Drugs or Sharps. A Responsible Steward, as defined in the
Draft Ordinance, shall mean a Manufacturer engaged in the Manufacture of a
Covered Drug or Sharp.

> A Responsible Steward may submit separate Plans for each Covered Drug or type of
Sharp it Manufacturers or a combined Stewardship Plan for multiple Covered Drugs
or types of Sharps.

» The Responsible Steward(s) will notify all Potential Authorized Collectors, persons
other than Potential Authorized Collectors, such as retail establishments, and all law
enforcement agencies within the Service Area and those within two and one-half
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miles of the outer boundaries of the Service Area of the opportunity to participate in
the Plan(s) by serving as Hosts.

A Responsible Steward may not discriminate against small or independent
Pharmacies, and must make best efforts to allow such Pharmacies to serve as Hosts
under its Stewardship Plan.

The Director of Public Health (Director) will approve and have oversight of all aspects
of the Plan(s).

B. Components (Section 11.17.040)

C.

»

The Plan(s) will describe the collection services including but not limited to the
collection methods and participating Hosts; a list of addresses for the Collection
Sites, a description of how any periodic collection events will be scheduled and
where they will be located; and a description of how any Mail-Back Services will be
provided to County residents in the Service Area.

The Plan(s) will describe the public education and promotion strategy.
The Plan(s) will describe the proposed disposal system for the Covered Drugs and

Sharps and policies and procedures for handling the collected Covered Drugs and
Sharps.

Collection of Unwanted Covered Drugs and Unwanted Sharps (Section 11.17.050)

»

»

No Person is required to serve as a Host in a Stewardship Plan.

Reasonably convenient and equitable access for residents in the Service Area will
minimally require:

a) One Collection Site for Unwanted Covered Drugs and one for Unwanted Sharps
in each Participating City and Unincorporated Community with at least one
Potential Authorized Collector, with one additional site for every 30,000 County
residents; and

b) An Unwanted Covered Drug and Unwanted Sharps Collection Site within a
2.5 mile radius of the Service Area.

If the minimum requirements cannot be met in “a” and “b” above, the Plan will
provide for monthly collection events and/or mail-back services upon request.

Responsible Stewards will provide for distribution of FDA-compliant Sharps
containers, at no cost to the consumer, preferably at the point of sale of the
injectable Drug. Sharps manufacturers that can demonstrate that its product is
designed to be protective of public health and safety and/or environmental health
may apply to the Director for an exemption of this requirement.

Mailers and Mail-Back services will be free of charge to residents in the Service Area
upon request through a 24-hour, toll-free phone number and website, minimally
offered in English and Spanish.
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» Collection Sites will be accessible by County residents at least during the hours that
the Host is normally open for business to the public and secure collection
receptacles will be in compliance with federal, State and local laws.

» Responsible Stewards must provide FDA-compliant Sharps collection receptacles to
Hosts with Sharps Collection Sites.

» Commercial and institutional establishments may not utilize any collection
mechanism developed pursuant to the County’s Ordinance for use by residents.

D. Disposal of Unwanted Covered Drugs and Unwanted Sharps (Section 11.17.060)
» Covered Drugs collected under a Stewardship Plan must be disposed of by
combustion at a permitted hazardous waste incinerator or cement kiln, or an

incinerator that meets the EPA’s standards.

» Sharps collected under a Stewardship Plan must be disposed of in accordance with
the California Health and Safety Code.

E. Costs to be Borne by Responsible Stewards (Section 11.17.070)

» The cost and expense of Plan(s) preparation and implementation will be borne by the
Responsible Steward(s) or Stewardship Organization.

» Consumers may not be charged a point-of-sale fee to recoup or defray costs of a
Plan, nor may they be charged a specific point-of-sale collection fee at the time of
collection of Unwanted Covered Drugs or Unwanted Sharps.

F. Reporting Requirements (Section 11.17.080)

Annual reports will include:

» The amount by weight collected of Unwanted Covered Drugs and separately of
Unwanted Sharps each month for each collection method used.

» List of collection sites, number of Mailers provided, number of Unwanted Sharps
containers provided, details on collection events, identification of transporters and
disposal facilities used, and details on the recycling process

» A summary of the Plan’s goals, the degree of success in meeting the goals, and if
any goals have not been met, the effort that will be made to achieve goals in the next
year.

> A description of the public education, outreach and an evaluation of activities based
on survey results.

G. Review (Section 11.17.100)

» By 9 months after the effective date of the Ordinance, Responsible Steward(s) or a
Stewardship Organization will submit a Plan to the Director. The Director may, upon
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request, provide information, suggestions, and technical assistance about the
requirements of the Ordinance.

The Director shall have the authority to review a proposed Plan and determine
whether it meets the requirements of the Ordinance within 90 days.

A rejected Plan(s) may be resubmitted within 60 days and the Director will review the
revised Plan(s) within 90 days. [f the revised Plan(s) is rejected, the Director may
deem the Responsible Steward(s) or Stewardship Organization out of compliance
with the Ordinance and subject to the enforcement provisions.

. Enforcement and Penalties (Section 11.17.120)

>

The Director may issue a Notice of Violation (NOV) if a provision of the Ordinance or
a regulation is violated. The Person(s) will have 30 days after the date of mailing the
NOV to come into compliance. Failure to come into compliance may result in
administrative fines.

County Counsel, the District Attorney or any applicable City Attorney may bring civil
action to enjoin violations or compel compliance with the requirements of the
Ordinance and, for payment of civil penalties and any other appropriate remedy.

A willful violation of the Ordinance or rules or regulations is a misdemeanor
punishable by a fine and/or imprisonment.

Regulations, Guidelines and Reports (Section 11.17.130)

>

The Director may adopt regulations and guidelines necessary to implement,
administer and enforce the Ordinance.

Annually, the Director will work with the Responsible Steward(s) or Stewardship
Organization to define goals and evaluate performance.

The Director will report to the Board of Supervisors concerning the status of all
Stewardship Plans and make recommendations to the Ordinance two years from the
effective date of the Ordinance, and thereafter on an as-needed basis.

. County Review and Oversight Fees (Section 11.17.140)

» DPH will charge Board approved fees to the Responsible Steward(s) or

Stewardship Organization for the performance of regulatory oversight functions as
enumerated in the Ordinance.

. Promotion, Outreach and Education (Section 11.17.160)

» The Responsible Steward(s) or Stewardship Organization shall develop a system of

promotion, outreach and public education to be part of their Plan, promoting
collection options offered under the Plan, promoting safe storage, discouraging
stockpiling, and discouraging disposal in the trash or through a plumbing or septic
system.
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» The Responsible Steward(s) or Stewardship Organization will provide materials to
Pharmacies, retailers of Covered Drugs and Sharps, health care practitioners,
health care facilities, veterinary facilities, and other prescribers for their own
education as well as for dissemination to residents. A 24-hour, toll-free number and
website will also be established.

» The Responsible Steward(s) or Stewardship Organization will conduct a Director
approved biennial survey of residents, pharmacists, veterinarians, retailers and
health professionals who interact with patients.

L. Compliance with Federal, State and Local Laws (Section 11.17.180)

» The Responsible Steward(s) or Stewardship Organization are required to operate in
compliance with all applicable federal, State and local laws and regulations and will
ensure that each collector is also in compliance.

» The Ordinance does not conflict with applicable federal or State laws, rules or

regulations.

Vill. TIMELINE AND REPORTING REQUIREMENTS FOR PRODUCT STEWARDSHIP
PLAN(S) IMPLEMENTATION
Steps Required for Implementation of Ordinance Responsible Reporting Estimated
Stewardship Plan(s) Section (if Entity Criteria Time/Date
applicable)
Board Letter Introducing the Ordinance Board of 5/3/16
Supervisors
Second Reading of the Ordinance Board of 5/10/16
Supervisors
Ordinance Effective Date Board of 6/10/16
Supervisors
Responsible Steward Notification to the 11.17.030 (C) (1) Responsible Within six months | 12/1/16
Director of Intent to Operate or Participate Steward of the effective
in a Stewardship Plan date of Ordinance
Identification to the Director of Point of 11.17.030 (C)(2) Responsible Within six months | 12/1/16
Contact for the Stewardship Plan Steward of the effective
date of Ordinance
Notification to all Potential Authorized 11.17.030 (C)(3) Responsible Six months after 12/1/16
Collectors, Persons other than Potential Steward Ordinance
Authorized Collectors, such as retail effective date
establishments, and all Law Enforcement
Agencies
Submittal of Stewardship Plan to the 11.17.100 (A) Responsible 9 months after the | 3/1/17
Director Steward effective date of
Ordinance
Review of Stewardship Plan 11.17.100 (C) Director 90 days after 6/1/17

receipt of the Plan
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Steps Required for Implementation of Ordinance Responsible Reporting Estimated
Stewardship Plan(s) Section (if Entity Criteria Time/Date
applicable)
9. Submittal of Revised Stewardship Plan (if | 11.17.100 (D) Responsible 60 days after 8/1/17
rejected by the Director) Steward receiving written
notice of the
rejection
10. Approval of the Final Stewardship Plan 11.17.100 (C) (D) Director 90 day review 6/1/17; or if
period for Director | revised
of revised Plan(s) | 11/1/17
11. Plan Implementation 11.17.030 (C) (5) Responsible Within 3 months 9M1M17; orif
Steward after the Director's | revised
approval of the 2/1/18
Stewardship Plan
12. Report to the Board on Status of 11.17.130 (C) Director Two years from 6/1/18;
Stewardship Plans the effective date | thereafter,
of the Ordinance; on an as-
thereafter, on an needed
as-needed basis basis.
13. Responsible Stewards Reports 11.17.080 (A) Responsible Within 6 months 3/1/19; or if
Steward after the first 12- revised
month period of 8/1/19
Plan operation
14. Biennial Survey: of Residents, 11.17.160 (A)(5) Responsible Within 6 months of | 12/1/16; (6
Pharmacist, Veterinarians, Retailers, and Steward the effective date months
Health Professionals Who Interact with of the Ordinance, survey);
Patients on the Use of Drugs and Sharps then biennially 12/1/18
thereafter (biennial
survey)
15. Updated Stewardship Plan Submittal 11.17.030 (C) (6) Responsible Every 3 years 9/1/20; or if
Steward after the plan revised
commences 211121
operation

IX. FISCAL IMPACT OF THE ORDINANCE

» County Costs: The County’s annual costs are shown below, and could potentially be
included in the Responsible Steward(s) or Stewardship Organization Plan(s).

a) Home-Generated Sharps Waste Management Program
b) Safe Drug Drop-Off Program (labor)

¢) Household Hazardous Waste (HHW) Program expenditures

Collection of drugs
Collection of sharps

COUNTY TOTAL EXPENDITURES

* Sheriff's cost for sharps is included in this amount.

» Estimated Plan Costs:

Steward(s) or Stewardship Organization for implementing the Plan.

$200,000*

34,000

50,000

50,000

$334,000

Below is the estimated annual cost to the Responsible
If adopted, the

Ordinance will apply to the County’s unincorporated communities. Cities for whom the
County serves as their Public Health Officer will determine whether or not they want to
adopt the Ordinance into their municipal code. The estimate provided would be if all
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X.

cities, under the jurisdiction of the Director, adopted the Ordinance and excludes the
cities of Pasadena, Long Beach and Vemon.

a) Unincorporated Communities $ 3,210,500**

b) County-wide $16,033,000**
The estimated annual cost to the Responsible Steward(s) or Stewardship Organizations for
DPH’s regulatory oversight fees is $644,000 and is included in the estimate. This estimate is
expected to incur small annual increases.

**Excludes the current County annual cost of $334,000.

MATRIX OF POTENTIAL ROLES AND RESPONSIBILITIES

As noted earlier, Exhibit 11 includes the Matrix of Potential Roles and Responsibilities for the
“Responsible Stewards”, pharmacies, retailers, hospitals, clinics, long-term care facilities, drug
and sharps waste disposal service providers, non-profits, the Sheriff, DPH, DPW, and other
County agencies.

Xl.

FREQUENTLY ASKED QUESTIONS

Exhibit 13 provides “Frequently Asked Questions” prepared by the EPR Working Group to assist
stakeholders and the general public in understanding the fundamental concepts of the
Ordinance.
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EXHIBITS TO THE PHARMACEUTICAL DRUGS AND SHARPS TAKE-BACK PROGRAM REPORT

Exhibit 1 - Motions
Exhibit 2 - Report on Sharps Waste Collection at County Facilities Board Motion of October 23, 2009,
Agenda Item 10 (April 14, 2011)
Exhibit3(a) - Board Motion of June 2, 2015, Item 78-A - Managing Unused and Expired Medications and
Sharps Waste in the County of Los Angeles (July 2, 2015)
Exhibit 3 (b) - Board Motion of June 2, 2015, Item 78-A - Managing Unused and Expired Medications and
Sharps Waste in the County of Los Angeles (October 1, 2015)
Exhibit 4 - Cal Recycle - Sharps Collection Locations in Los Angeles County
Exhibit 5(a) - County Support:
e Sacramento Update (April 23, 2013) — AB 403 (Stone); SB 727 (Jackson)
e Sacramento Update (March 24, 2014) — SB 1014 (Jackson)
e Sacramento Update (April 27, 2015) — AB 1159 (Gordon)
Exhibit 5(b) - Opposition Letters:
e SB1014 (Jackson) Position: Oppose (March 13, 2014)
e AB 403 (Stone): Solid waste: home-generated sharps. Oppose - As amended
April 8, 2013, Set For Hearing — April 16, 2013 (April 10, 2013)
e 8B 727 (Jackson); Position: Oppose (April 17, 2013)
Exhibit 6 - Medicines and Sharps Disposal - Consumer Survey
Exhibit 7(a) - Pharmaceutical Drugs and Sharps Take-Back Programs in Other Jurisdictions
Exhibit 7(b) - Pharmaceutical Take-Back Ordinance Comparison Chart
Exhibit 8 - EPR Pharmaceuticals and Sharps Technical Advisory Group Roster
Exhibit 9 - Los Angeles County EPR Pharmaceuticals and Sharps Ordinance Objective, Program
Goals, and TAG Purpose
Exhibit 10 - List of Support and Opposition to the County’s Draft Pharmaceutical Drugs and Sharps
Ordinance (March 8, 2016)
Exhibit 11 - Key Elements of Existing Producer Responsibility (EPR) Pharmaceutical Take-Back
Ordinances in California, Outline of Proposed LA County EPR Pharmaceutical Take-Back
Ordinance; Matrix of Potential Roles and Responsibilities; and Pharmaceutical Take-Back
Brochure
Exhibit 12 - Federal and State Regulatory/Recommendation Comparison Chart
Exhibit 13 - Pharmaceutical Drugs and Sharps Take-Back Program Frequently Asked Questions
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AGN.NO._____
MOTION BY SUPERVISOR YVONNE B. BURKE NOVEMBER 5, 2008

Local governments throughout California are working hard to meet environmental
mandates to reduce landfill disposal of solid waste. prevent hazardous wastes from
being improperly disposed, and keep our rivers, streams and waterways free of trash.
These unfunded mandates come at a time local governments are struggling with
significant budgetary constraints.

At the same time, the manufacturers of products currently have no financial
incentive or legal requirement to take responsibility for the impacts their products have
on pubtic health and the environment after consumption. Although many manufacturers
have voluntarily taken additional responsibility for their products, for example by
reducing packaging or increasing recycled content in their products, most have not
been able to do the same due to the need for investment and/or the risk of being less
competitive as a result.

The concept of Product Stewardship. also referred to as Extended Producer
Responsibility (EPR), seeks to create shared responsibility mechanisms for
manufacturers to mitigate or even eliminate the negative impacts of their products at
the end of life. These mechanisms include legal requirements to phase out toxic

materials or to take back products at the end of life, or financial incentives to redesign
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MOTION BY SUPERVISOR YVONNE B. BURKE
NOVEMBER 5, 20038
PAGE 2

products or reduce excess packaging, among other approaches. By leveling the
playing field, and adapting mechanisms specific to each product. EPR allows the
marketplace to develop the most cost effective methods for reducing impacts of that
particular product. The County's legisiative policies include support for EPR as an
effective method of reducing the burden on local governments while meeting
environmental mandates.

The California Product Stewardship Council is 2 nonprofit organization formed by
local governments o advance the implementation of EPR policies in California. and has
invited local governments and other interested stakeholders in California to join. The
County's participation in the California Product Stewardship Council will ensure the
County's support for EPR policies will be coordinated with local governments

throughout the State, and that efforts to enact EPR policies will be more effective.

|, THEREFORE MOVE THAT THE BOARD OF SUPERVISORS:

1. Adopt the enclosed Resolution supporting Extended Producer Responsibiiity.

3./mbettran/chuck/motions/2008/LAC Support for Product Stewardshiz 110508



RESOLUTION OF THE BOARD OF SUPERVISORS
OF THE COUNTY OF LOS ANGELES

SUPPORTING EXTENDED PRODUCER RESPONSIBILITY

WHEREAS, residents and businesses Countywide generate approximately 24 miilion
tons of waste materials and products on an annual basis; and

WHEREAS, State law (AB 938, 1889 statutes) requires each jurisdiction in Los Angeles
County to divert fifty percent of all waste generated from disposal, and to ensure the
proper management of all waste materials whether they are diverted or disposed; and

WHEREAS, in February 2008, California expanded the list of products that are deemed
hazardous and therefore banned from landfill disposzl, including household batteries,
fluorescent bulbs and tubes, thermostats and cther items that contain mercury, as well
as electronic devices such as computers, video cassetie recorders, microwave ovens,
cellular phones, cordiess phones, printers, and radios; and

WHEREAS, due to the significant environmental and human health impacts associated
with their improper management, the list of producis determined to be hazardous and
therefore banned from landfills is expected to grow, as demonstrated by the ban of
treated wood in January 2007 and medical syringes in September 2008; and

WHEREAS, state policies currently make local governments responsible for achieving
waste diversion goals, implementing programs to comply with product disposal bans,
and addressing a host of products that have a disproportionate impact on the
environment and quality of life of our residents, creating significant unfunded mandates;
and

WHEREAS, Los Angeles County alone spends nearly $10 million each year
implementing the Countywide Household Hazardous and Electronic Waste
Management Program to provide one avenue for residents to properly manage
products and materials that are banned from landfill disposal; and

WHEREAS, Extended Producer Responsibility (EPR) is a policy approach in which
manufacturers assume a shared responsibility for management of their products,
including redesigning products to be more durable, easier to repair and recycle, and
less toxic; and

WHEREAS, the County of Los Angeles has pursued and supported legislation and
other statewide efforts to implement EPR policies, and has consistently supported the
advancement of sustainability via policies such as the Energy and Environmental Policy
adopted by the Board in 2007; and,



WHEREAS, the California Product Stewardship Council is a nonprofit organization of
focal governments and interested stakeholders working together to advance EPR
policies in Caiifornia, inciuding legislation to establish a framework for prioritizing the
most disproportionately challenging products and implementing the most effective EPR
mechanisms to addrass those products; and

NOW, THEREFORE, BE IT RESOLVED THAT THE Board of Supervisors of the
County of Los Angeles reaffirms its commitment to promoting EPR policies and directs
our Sacramenito legisiative advocates to actively pursue legislation and Statewide
policies that shift end-of-life management costs from local government to the
manufacturers and incentivize the redesign of products io reduce their health and
environmental impacts; and

BE IT FURTHER RESOLVED, that the Directors of Public Works and Internal Services
or their designees are authorized and encouraged to jointly participate as a member of
the California Product Stewardship Council; and

BE IT FURTHER RESOLVED, that the Energy and Environmental Policy Team is
directed to evaluate and develop recommendations for producer responsibility policies
that County departments can implement, such as leasing products rather than
purchasing them, requiring producers to offer less toxic aiternatives and to take
responsibility for collecting and recycling their products at the end of their useful life.

e

= f :
The forgoing resolution was on the 2 ! day of hm/evis 0, 2008, adopted by
the Board of Supervisors of the County of Los Angeles and ex-officio the governing
body of ali other special assessment and taxing districts, agencies and authorities for
which said Board so acis. '

SACHI A. HAMAI, Executive Officer-Clerk
of the Board of Supervisors of the County of
Los Angeles

By: i/x\. d ]

Deputy

APPROVED AS TO FORM:
RAYMOND G. FORTNER, JR.
COUNTY COUNSEL

F 2 (:,/—
By: ‘\7{5,5 é&/{\}ﬁ!a [/g/u,,;
Printipal Deputy County Counsel




MINUTES OF THE BOARD OF SUPERVISORS
COUNTY OF LOS ANGELES, STATE OF CALIFORNIA

Sachi A. Hamal, Executive Officer-
Clerk of the Board of Supervisors

383 Kenneth Hahn Hall of Administration
Los Angeles, California 20012

At its meeting held Wednesday, November 5, 2008, the Board took the following action:

5
The following statement was entered into the record for Supervisor Burke:

“Local governments throughout California are working hard to meet
environmental mandates to reduce landfill disposal of solid waste, prevent
hazardous wastes from being improperly disposed, and keep our rivers,
streams and waterways free of trash. These unfunded mandates come at
a time local governments are struggling with significant budgetary
constraints.

“At the same time, the manufacturers of products currently have no
financial incentive or legal requirement to take responsibility for the
impacts their products have on public health and the environment after
consumption. Although many manufacturers have voluntarily taken
additional responsibility for their products, for example by reducing
packaging or increasing recycled content in their products, most have not
been able to do the same due to the need for investment and/or the risk of
being less competitive as a result.

“The concept of Product Stewardship, also referred to as Extended
Producer Responsibility (EPR), seeks to create shared responsibility
mechanisms for manufacturers to mitigate or even eliminate the negative
impacts of their products at the end of life. These mechanisms include
legal requirements to phase out toxic materials or to take back products at
the end of life, or financial incentives to redesign products or reduce
excess packaging, among other approaches. By leveling the playing field,
and adapting mechanisms specific to each product, EPR allows the
marketplace to develop the most cost effective methods for reducing
impacts of that particular product. The County’s legislative policies include
support for EPR as an effective method of reducing the burden on local
governments while meeting environmental mandates.

(Continued on Page 2)
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5 (Continued)

“The California Product Stewardship Council is a nonprofit
organization formed by local governments to advance the implementation
of EPR policies in California, and has invited local governments and other
interested stakeholders in California to join. The County’s participation in
the California Product Stewardship Council will ensure the County’s
support for EPR policies will be coordinated with local governments
throughout the State, and that efforts to enact EPR policies will be more
effective.”

Arnold Sachs addressed the Board.

After discussion, at the suggestion of Supervisor Burke, and on motion of
Supervisor Molina, seconded by Supervisor Knabe, unanimously carried
(Supervisor Yaroslavsky being absent), the Board took the following actions:

1. Adopted the attached resolution supporting Extended Producer
Responsibility;

2. Directed the County's Legislative Advocates in Sacramento to actively
pursue legislation and Statewide policies that shift end-of-life
management product costs from local government to the manufacturers
and incentivize the redesign of products that have impacts on public
health and the environment;

3. Authorized the Acting Director of Public Works and the Director of
Internal Services to jointly participate as a member of the California
Product Stewardship Council; and

4. Directed the Energy and Environmental Policy Team to evaluate and
develop recommendations for producer responsibility policies that
County Departments can implement, such as leasing products rather
than purchasing them, requiring producers to offer less toxic alternatives,
and to take responsibility for collecting and recycling their products at the
end of their useful life.

07110508_5
Attachment

Copies distributed:
Each Supervisor
Chief Executive Officer
County Counsel
Acting Director of Public Works
Director of Internal Services



RESOLUTION OF THE BOARD OF SUPERVISORS
OF THE COUNTY OF LOS ANGELES

SUPPORTING EXTENDED PRODUCER RESPONSIBILITY

WHEREAS, residents and businesses Countywide generate approximately 24 million
tons of waste materials and products on an annual basis; and

WHEREAS, State law (AB 938, 1989 statutes) requires each jurisdiction in Los Angeles
County fo divert fifty percent of afl waste generated from disposal, and to ensure the
proper management of all waste materials whether they are diverted or disposed; and

WHEREAS, in February 2008, California expanded the list-of products that are deemed
hazardous and therefore banned from landfill dispesal, including household batteries,
fluorescent bulbs and tubes, thermostais and other items that contain mercury, as well
as electronic devices such as computers, videc cassetie recorders, microwave ovens,
celiular phones, cordless phones, printers, and radios; and

WHEREAS, due to the significant environmental and human health impacis associated
with their improper management, the list of products determined to be hazardous and
therefore banned from landfills is expected to grow, as demonstrated by the ban of
treated wood in January 2007 and medical syringes in September 2008; and

WHEREAS, state policies currently make local governments responsible for achieving
waste diversion goals, implementing programs to comply with product disposal bans,
and addressing a host of products that have a disproportionate impact on the
environment and quality of life of our residents, creating significant unfunded mandates;
and

WHEREAS, Los Angeles County alone spends nearly $10 million each year
implementing the Countywide Household Hazardous and Electronic Waste
Management Program to provide one avenue for residents to properly manage
products and materials that are banned from landfill disposal; and

WHEREAS, Extended Producer Responsibility (EPR) is a policy approach in which
manufacturers assume a shared responsibility for management of their products,
including redesigning products to be more durable, easier to repair and recycle, and
less toxic; and

WHEREAS, the County of Los Angeles has pursued and supported legislation and
other statewide efforts to implement EPR policies, and has consistenily supported the
advancement of sustainability via policies such as the Energy and Environmental Policy
adopted by the Board in 2007; and,



WHEREAS, the California Product Stewardship Council is a nonprofit organization of
local governments and interested stakeholders working together to advance EPR
policies in Californiz, including legislation to establish a framework for prioritizing the
most disproporiionately challenging products and implementing the most effective EPR
mechanisms to address those products; and

NOW, THEREFORE, BE IT RESOLVED THAT THE Board of Supervisors of the
County of Los Angeles reaffirms its commitment to promoting EPR policies and directs
our Sacramento legistative advocates to actively pursue legislation and Statewide
policies that shift end-of-life management costs from local government to the
manufacturers and incentivize the redesign of products to reduce their health and
environmental impacts; and

BE IT FURTHER RESOLVED, that the Directors of Public Works and Internal Services
or their desighees are authorized and encouraged to jointly participate as a member of
the California Product Stewardship Council; and

BE IT FURTHER RESOLVED, that the Energy and Environmental Policy Team is
directed to evaluate and develop recommendations for producer responsibility policies
that County departments can implement, such as leasing products rather than
purchasing them, requiring producers to offer less toxic alternatives and to take
responsibility for collecting and recycling their products at the end of their useful life.

The forgoing resolution was on the - day of MSVeris oL, 2008, adopted by

the Board of Supervisors of the County of Los Angeles and ex-officio the governing
body of alf other special assessment and taxing districts, agencies and authorities for
which said Board so acts.

SACHI A. HAMAI, Executive Officer-Clerk
of the Board of Supervisors of the County of
Los Angeles

By: ?/f/ﬁt, ﬂ MM/¥

Deputy

APPROVED AS TO FORM:
RAYMOND G. FORTNER, JR.
COUNTY COUNSEL

By: C\e”yf é/{ffi (At
Pringipal Deputy County Counsel




Board of Supervisors Statement Of Proceedings November 5, 2008

3. Recommendation as submitted by Supervisor Molina: Extend the $25,000 reward
offered for any information leading to the arrest and/or conviction of the person or
persons responsible for the heinous murder of 71-year-old Luis Sandoval, who
was shot while riding his bike near the intersection of Olympic Blvd. and Hicks
Ave. on Sunday, February 25, 2007 at approximately 5:00 a.m. (08-1857)

On motion of Supervisor Molina, Seconded by Supervisor Knabe, this item was

approved.
Ayes: 3- Supervisor Knabe, Supervisor Molina and Supervisor
Burke
Absent: 2- Supervisor Yaroslavsky and Supervisor Antonovich
4. Recommendation as submitted by Supervisor Burke: Reappoint Supervisor Don

Knabe as the County's member to the Board of Directors of the California State
Association of Counties and Supervisor Gloria Molina as the alternate member for
2009. (08-3145)

Attachments: See Final Action

On motion of Supervisor Burke, seconded by Supervisor Molina, this item was

approved.
Ayes: 3- Supervisor Knabe, Supervisor Molina and Supervisor
Burke
Absent: 2- Supervisor Yaroslavsky and Supervisor Antonovich
5. Recommendation as submitted by Supervisor Burke: Adopt resolution supporting

Extended Producer Responsibility and directing the County’s Legislative Advocates
in Sacramento to actively pursue legislation and Statewide policies that shift
end-of-life management product costs from local government to the manufacturers
and incentivize the redesign of products that have impacts on public health and the
environment; authorize the Acting Director of Public Works and the Director of
Internal Services to jointly participate as a member of the California Product
Stewardship Council; and direct the Energy and Environmental Policy Team to
evaluate and develop recommendations for producer responsibility policies that
County departments can implement, such as leasing products rather than
purchasing them, requiring producers to offer iess toxic alternatives, and to take
responsibility for collecting and recycling their products at the end of their useful
life. (08-3168)

Attachments: See Supporting Document
See Final Action

Video

Audio
On motion of Supervisor Molina, seconded by Supervisor Knabe, this item was
approved.

County of Los Angeles Page 9



Board of Supervisors Statement Of Proceedings November 5, 2008

Ayes: 4- Supervisor Molina, Supervisor Antonovich, Supervisor
Burke and Supervisor Knabe
Abstentions: 1-  Supervisor Yaroslavsky

County of Los Angeles Page 10
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AGN NO

MOTION BY SUPERVISOR DON KNABE October 13, 2009

Everyday in the County of Los Angeles millions of home-generated sharps waste
such as medical needles, lancets, and syringes are produced by individuals who self
administer medications at home If disposed of improperly, sharps waste poses a
significant health risk to everyone, especially sanitation and landfill workers. In addition,
surface waters, groundwater, and the ocean may be polluted as a result of leakage from
leftover liquid in sharps devices

Since last September, State law (SB 1305) prohibits the placement of
home-generated sharps waste in trash and recycling containers, and requires the use of
State-approved containers for the coliection and transportation of sharps waste State
law also encourages local governments to implement and promote sharps collection
programs to provide convenient and safe means for residents to dispose of their sharps

waste

To assist residents in complying with this new State law, in June 2008 Public
Works in concert with Public Health and participating cities launched a new Sharps
(MORE)
MOTION

MOLINA

RIDLEY-THOMAS

YAROSLAVSKY

ANTONOVICH

KNABE
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Waste Management Program The aim of the Program i1s to make it as convenient as
possible for residents to properly dispose of their sharps waste. Through this Program,
Public Works provides State-approved, puncture-proof containers for residents to safely
collect their sharps waste These containers can be obtained free of charge at over
100 distribution sites.

Once filled, the sharps containers can be taken to designated collection sites for
safe disp‘osal. Designated collection sites currently include 8 permanent household
hazardous waste coliection centers and the County’s weekly household hazardous
waste collection events In addition, the Depariment of Public Health took a proactive
approach in joining Public Work’s efforts to make available 14 public health clinics as
collection sites for County residents to dispose of sharps waste The disposal cost for
the sharps waste is incurred by Public Health as part of their existing internal sharps
waste program. In collaboration, Public Works assists with providing sharps containers
for distribution, as well as outreach materials for public education This collaborative
partnership is a great example of departments working together to provide beneficial
public service to the communities Considering the size and population of Los Angeles
County however, there is a need to expand the number of sites where residents can
take their filled sharps containers. To the exient feasible, we should utilize County
facilities for this purpcse

Certain County departments, such as the Fire Department, also have a need for
proper disposal outlets for the sharps waste they collect when they ireat patients
through their emergency services. Thus, opportunities exist for additional collaborative

MORE)
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partnerships between Public Works and other County departments for properly

managing sharps waste and increasing public awareness.

|, THEREFORE, MOVE that the Board of Supervisors instruct the Director of

Public Works, working in collaboration with the Directors of Health Services, Community

and Senior Services, Public Health and the Fire Chief of the Fire Department to pursue

the following actions

1 Identify and evaluate the potential for utilizing additional County facilities, such as

fire stations, pharmacies, hospitals, and other locations, as sharps collection

sites.

2. Implement collection sites at the most feasible locations on a 12-month trial

basis, based on the Public Health model highlighted above. Cosis should be

equitably shared amongst participating depariments.

3 Assess the feasibility of providing approved mail-back containers to assist the

elderly, disabled, and others who are unable to utilize the County’s expanded

network of sharps collection sites.

4 Submit a report to the Board within 18 months summarizing the resuits of this

effort. The report should include but not be limited to the following

a.

b

DS azr

Success of the trial collection sites in enhaﬁCIng the Program
Barriers/challenges faced

Public outreach and education implemented

Cost analysis

Recommendations on making collection sites permanent, further
expanding collection and other adjustments to the Program.

###
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MOTION BY MAYOR MICHAEL D. ANTONOVICH JUNE 2, 2015

Managing unused/expired medications is a growing concern facing the County of
Los Angeles. According to the National Community Pharmacists Association, an
estimated 200 million pounds of unused or expired prescription drugs are stored in
American medicine cabinets. They often end up in the wrong hands where
inappropriate use can lead to addiction, abuse, serious injury, and even death.
According to a report released by the Department of Public Health, in 2013 there were
more than 500 deaths, 3,000 hospitalizations and 5,000 emergency visits associated
with prescription and over the counter drug overdose in Los Angeles County.

New studies are also demonstrating that pharmaceuticals have an impact on our
environment. The World Health Organization recently reported that “a number of
studies found trace concentrations of pharmaceuticals in wastewater, various water
sources and some drinking-waters.” Municipal wastewater treatment plants are not
designed to remove the complex compounds in drugs that end up in the sewer system.

Pharmaceuticals delivered via needles pose an additional set of concerns, posing a risk
to health professionals as well as public and private employees in law enforcement and
waste management that interact with disposed needles and related sharps waste.

These are serious problems impacting the well-being of our communities. In response,
the Sheriff's Department has set up collection and drop-off boxes at 21 stations where
residents can safely, and anonymously, drop off their expired medications and sharps.
The County’s Household Hazardous Waste program, managed by Public Works, also
collects non-controlled pharmaceuticals and sharps from residents. Unfortunately, the
volume of pharmaceuticals is too great for local programs such as this to fully address
the problem. We need to do more to increase public awareness of the potential
impacts of improper storage and disposal of unused medication and to make it safe and
convenient for residents to dispose of unused/expired medications and increase
participation.

-MORE-
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1, THEREFORE, MOVE that the Board of Supervisors:

Direct the Director of Public Works, in coordination with the Chief Executive Office;
County Counsel; the Sheriff's Department; the Departments of Health Services, Internal
Services, Mental Health and Public Health; and the County Sanitation Districts to:

1. Investigate options for reducing improper use and disposal of unused/expired
medications, increasing public awareness and education, and improving the
current management system for unused/expired medications in the County;

2. Partner with the pharmaceutical industry to develop a public awareness
campaign to educate residents on the importance of how to properly store and
dispose of unused medication and the negative effects to the environment when
medication enters the waste stream and waterways;

3. Actively support and pursue extended producer responsibility legislation and
take-back programs for sharps and pharmaceuticals at the State level, consistent
with the County's adopted Legislative Agenda and Roadmap to a Sustainable
Waste Management Future;

4. Investigate the feasibility of adopting an Crdinance similar to the pharmaceutical
take-back ordinance adopted by the Counties of Alameda, San Mateo, San
Francisco and Santa Clara;

5. Investigate the feasibility of utilizing the County’s purchasing power to negotiate
producer/pharmacy take-back programs; and

=2

Report back within 4 months with findings and recommendations.

# # #

MDA:evo
pharmaceuticalsdisposal060215



of LOs STATEMENT OF PROCEEDINGS FOR THE
ﬁ; REGULAR MEETING OF THE BOARD OF SUPERVISORS
. é . OF THE COUNTY OF LOS ANGELES HELD IN ROOM 381B

OF THE KENNETH HAHN HALL OF ADMINISTRATION

" SAuromth”
500 WEST TEMPLE STREET, LOS ANGELES, CALIFORNIA 90012
Tuesday, August 11, 2015

9:30 AM

Present: Supervisor Solis, Supervisor Ridley-Thomas, Supervisor Kuehl,
Supervisor Knabe and Supervisor Antonovich

Video Link for the Entire Meeting (03-1075)

Attachments: Video Transcript

Invocation led by Supervisor Mark Ridley-Thomas, 2nd Supervisorial District,
County of Los Angeles.

Pledge of Allegiance led by Peter Roman, Veteran Service Officer |,
Department of Military and Veteran's Affairs (4).

|. PRESENTATIONS/SET MATTERS

Presentation of plaque to the Honorable Marin Dimitrov, commemorating his
departure from the post of Consul General of Bulgaria in Los Angeles, as
arranged by the Mayor.

Presentation of scroll to Philip Browning, Director of the Department of
Children and Family Services, for being the recipient of the Chauncey
Alexander Lifetime Achievement Award, as arranged by Supervisors Knabe
and Kuehl.

Presentation of scroll to Dr. Marvin Southard and the Los Angeles County
Department of Mental Health, in recognition of being selected as the 2015
winner of The National Association of Counties Achievement award for their
program titled Veterans and Loved Ones Recovery (VALOR), as arranged by
Supervisor Knabe.

Presentation of scroll to the Los Angeles County Department of Children and
Family Services, in recognition of “Adopt a Child with Medical Needs Month,”
as arranged by Supervisor Antonovich.



Board of Supervisors Statement Of Proceedings August 11, 2015

4, Recommendation as submitted by Supervisors Antonovich and Solis: Direct
the Interim Chief Executive Officer, in collaboration with the County’s
Sustainability Council and the Pharmaceutical Working Group, to: (Continued
from the meeting of 7-28-15)

1. Draft an ordinance which requires manufacturers and producers of
prescription and nonprescription drugs and sharps to develop product
stewardship take-back programs to collect and dispose of
unused/unwanted pharmaceutical and sharps waste from County
residents;

2. Initiate stakeholder engagement with the pharmaceutical industry and
other stakeholders to solicit feedback on the ordinance; communicate
the need to provide safe, convenient and sustainably financed take-back
options for consumers to properly dispose of pharmaceutical and sharps
waste and generate awareness about the collection program that will be

created; and

3. Return to the Board within six months with the recommended ordinance
for consideration. (15-3552)
Dr. Genevieve Clavreul, Heidi Sanborn, Kreigh Hampel, Carlos Gutierrez,
Brandon Stephenson, Scott Shepard, Hal Dash and Sharon Green
addressed the Board.

Supervisor Knabe made a friendly amendment to Supervisors
Antonovich and Solis’ joint motion to ensure that the stakeholder
process occurs before the ordinance is drafted.

On motion of Supervisor Antonovich, seconded by Supervisor Solis, this
item was approved as amended and duly carried by the following vote:

Ayes: 4 -  Supervisor Solis, Supervisor Kuehl, Supervisor
Knabe and Supervisor Antonovich
Abstentions: 1-  Supervisor Ridley-Thomas
Attachments: Motion by Supervisors Antonovich and Solis
Motion by Supervisor Knabe
Video
Audio
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AGNNO.

MOTION BY MAYOR MICHAEL D. ANTONOVICH JULY 28, 2015
AND SUPERVISOR HILDA SOLIS

On June 2, 2015, the Board of Supervisors directed the Director of Public Works, in
coordination with a Working Group that included the Chief Executive Office; County
Counsel; the Sheriff's Depariment; the Departments of Health Services, Internal
Services, Mental Health, and Public Health; and the County Sanitation Districts to
investigate the feasibility of adopting an ordinance similar to the pharmaceutical take-
back ordinance adopted by the Counties of Alameda, San Mateo, San Francisco, and
Santa Clara as well as utilizing the County’s purchasing power o negotiate
producer/pharmacy take-back programs, and to report back in 30days with
recommendations.

Public Works, in collaboration with the Working Group, developed and submitted its
report, entitled Managing Unused and Expired Medications and Sharps Waste in
The County of Los Angeles, to the Board on July 2, 2015. The Working Group found
that adopting a similar ordinance is feasible for the County and recommended that the
Board adopt a pharmaceutical and sharps waste extended producer responsibility
ordinance in which pharmaceutical manufacturers and producers would develop and
fund take-back programs providing collection services that are reasonably convenient
and adequately meet the needs of the population being served. The report did not
recommend utilizing the County’s purchasing power to negotiate take-back programs as
this would not be as effective.

The Working Group also recommended drafting the ordinance to allow incorporated
Cities within the County to adopt the ordinance by reference, in order to establish a
Countywide collection system.

-MORE-
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WE, THEREFORE, MOVE THAT THE BOARD OF SUPERVISORS direct the
Interim Chief Executive Officer, in collaboration with the County’s Sustainability Council
and the Pharmaceutical Working Group, to:

1. Draft an ordinance which requires manufacturers and producers of prescription
and nonprescription drugs and sharps to develop product stewardship take-back
programs to collect and dispose of unused/unwanted pharmaceutical and sharps
waste from County residents;

2. Initiate stakeholder engagement with the pharmaceutical industry and other
stakeholders to solicit feedback on the ordinance; communicate the need to
provide safe, convenient, and sustainably financed take-back options for
consumers to properly dispose of pharmaceutical and sharps waste; and
generate awareness about the collection program that will be created; and

3. Return to the Board within six months with the recommended Ordinance for
consideration.

# # #
MDA:evo
pharmaceuticaltakebackprogram072815



Amendment by Supervisors Knabe Item 4

| would like to make & friendly amendment.

The ordinance needs to be based on best practices that include full stakeholder
engagement and expertise. The stakeholder process carries a great deal of value that

is why it should be conducted first.

Therefore, we move that the Board approve the motion but have the stakeholder
process occur first before the ordinance is drafted.

MOTION
SOLIS
RIDLEY-THOMAS
KUEHL B
KNABE
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COUNTY OF LOS ANGELES
DEPARTMENT OF PUBLIC WORKS

“To Enrich Lives Through Effective and Caring Service”

900 SOUTH FREMONT AVENUE
ALHAMBRA, CALIFORNIA 91803-1331
GAIL FARBER, Director Telephone (626) 458-5100
http.//dpw lacounty.gov ADDRESS ALL CORRESPONDENCE TO:
P.0. BOX 1460
ALHAMBRA, CALIFORNIA 91802-1460
IN REPLY PLEASE
REFER TO FILE: EP-3
April 14, 2011 A3191
TO Each Supervisor -
FROM: Gl F

Director of Public Works

REPORT ON SHARPS WASTE COLLECTION AT COUNTY FACILITIES
BOARD MOTION OF OCTOBER 13, 2009, AGENDA ITEM 10

On October 13, 2009, your Board directed the Department of Public Works to work in
collaboration with the Directors of Health Services, Community and Senior Services,
Public Health, and the Fire Chief of the Fire Department to pursue the following actions.

1 Identify and evaluate the potential for utilizing additional County facilities,
such as fire stations, pharmacies, hospitals, and other locations, at sharps
collection sites;

2 Implement collection sites at the most feasible locations on a 12-month
trial basis with costs equitably shared amongst participating departments,
3 Assess the feasibility of providing approved mail-back containers to assist

the elderly, disabled, and others who are unable to utilize the County's
expanded network of sharps collection sites,; and

4 Submit a report to the Board within 18 months summarizing the results of
this effort.

This memorandum provides a summary of the actions taken by Public Works in
collaboration with Health Services, Public Health, Community and Senior Services,
Sheriff, and Fire Departments (Working Group), in response to the Board’s direction.
This includes the evaluation and identification of potential locations for sharps collection
sites, preliminary results, and recommendations. A more detailed discussion is
provided in the attached Report.

Evaluation, Identification, and Siting of Sharps Collection Centers

Public Works, in conjunction with the Working Group, identified and evaluated potential
locations for suitability as sharps collection sites. The Working Group concluded that
designated Public Health clinics, Health Services’ health centers, and Sheriff's stations
are most suitable for the establishment of sharps collection sites. Community and



Each Supervisor
April 14, 2011
Page 2

Senior Services' facilities as well as Fire Stations were deemed to be less suitable due
primarily to safety and traffic concerns.

Pilot Sharps Collection Locations and Preliminary Results

Pursuant to the Board’s direction, Health Services identified and implemented a pilot
sharps collection site at its Wilmington Health Center Concurrently, the Sheriff's
Department launched the Safe Drug Drop-off Program, which included a sharps
collection component. This was done initially at the Lomita Sheriff's station and was
subsequently expanded to include a total of 20 Sheriff stations.

These additions doubled the number of sharps collection sites available to residents
Countywide to a total of 42 sites. These sites, in addition to the weekly household
hazardous waste collection events conducted by Public Works, in concert with the
County Sanitation Districts, provide significantly enhanced convenience for residents to
properly manage their home-generated sharps waste

These expansion efforts have been very successful In 2010, approximately
30,000 pounds of home-generated sharps waste were collected through Public Works’
collection events and the Sheriff's drop-off sites (a 50 percent increase over 2009).

Mail-Back Containers

Due to the high cost of mail-back containers, limited funding, and legal limitations on the
screening of participants for eligibility (pursuant to the Americans with Disabilities Act),
the Working Group concluded that a permanent, Countywide mail-back program is not
feasible at this time. However, as discussed in the Report, the mail-back programs for
elderly and disabled residents in the unincorporated areas are gradually being provided
through residential solid waste collection franchise agreements.

Recommendations

The following actions are recommended by the Working Group in light of the findings
and initial results of the efforts undertaken pursuant to the Board’s direction:

o Continue to operate sharps collection sites at the designated Sheriff’s
stations and County health clinics As discussed in the Report, funding
would continue to be provided by the individual departments for the
programs and/or contracts that they currently administer Public Works
would continue to administer and fund the contract for collection and
disposal of sharps waste at the Sheriff stations

o Public Works to continue to incorporate sharps collection programs,
including a mail-back component into residential solid waste collection
franchise agreements as franchises in the unincorporated County areas
are established or renewed
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Public Works, in concert with Public Health, Health Services, and other
partners, to continue to conduct and enhance educational efforts to inform
County residents about the proper management of sharps waste and the
resources available to assist them in this effort.

Continue to support and promote legislation that would encourage
manufacturers to take more responsibility for the end-use management of
sharps they produce.

Public Works to continue to look for innovative partnerships and grant
opportunities to further enhance home-generated sharps waste
management programs.

These collective actions will significantly assist in protecting public health and the

environment,

thereby, improving the quality of life of County residents.

Finally, it is our pleasure to inform you that CalRecyle recently honored Los Angeles
County’s Home-Generated Sharps Waste Management Program with the Best New
Program Award at its 2011 Used Oil/HHW Training and Conference. We are
encouraged by this recognition and are committed to continued enhancement of the
Program for the benefit of our communities.

If you have

any questions, please contact me or your staff may call Pat Proano,

Assistant Deputy Director, at (626) 458-3500

CM:AK:td/my

Psec\A3191

Attach

cc: Chief Executive Office (Rita Robinson)

Commun

ity and Senior Services (Geraldo Rodriguez)

Department of Health Services (Elizabeth Agusta, Phillip Moore)
Department of Public Health (David Caley)

Fire Department (Terry Millsaps)

Sheriff Department (Alissa Dedmon)



REPORT ON HOME-GENERATED SHARPS WASTE COLLECTION
AT COUNTY FACILITIES

On October 13, 2009, the County of Los Angeles Board of Supervisors directed the
Department of Public Works to work in collaboration with the Directors of Health
Services, Community and Senior Services, Public Health, and the Fire Chief of the Fire
Department to pursue the following actions.

1 ldentify and evaluate the potential for utilizing additional County facilities, such as
fire stations, pharmacies, hospitals, and other locations, at sharps collection
sites,

2 Implement collection sites at the most feasible locations on a 12-month trial basis
with costs equitably shared amongst participating departments,

3. Assess the feasibility of providing approved mail-back containers to assist the
elderly, disabled, and others who are unable to utilize the County’s expanded
network of sharps collection sites; and

4 Submit a report to the Board within 18 months summarizing the results of this
effort. The report should include, but not be limited to, the following

Success of the trial collection sites in enhancing the Program

Barriers/challenges faced

Public Outreach and education implemented

Cost analysis '

Recommendations on making collection sites permanent, further

expanding collection and other adjustments to the program.

©PQ00w

This report discusses the actions taken by Public Works, in collaboration with Health
Services, Public Health, Community and Senior Services, Sheriff, and Fire Departments
(Working Group), in response to the Board’s direction. This includes the evaluation and
identification of potential locations for sharps collection sites, preliminary results, and
recommendations.

BACKGROUND

Effective September 2008, State law (Senate Bill 1305) made it illegal to place
home-generated sharps waste in the trash or recycling bin The law also requires that
sharps waste be transported in State-approved sharps containers. The enactment of
this law created a pressing need to provide convenient outlets for residents to properly
manage their sharps waste. Home-generated sharps waste includes hypodermic
needles, pen needles, intravenous needles, lancets, and other devices that are used to
penetrate the skin for the delivery of medications derived from a household.

In an effort to assist residents to comply with the law, in July 2008, Public Works
launched the Home-Generated Sharps Waste Management Program (Sharps Program)
utilizing State grant funds supplemented with landfill tipping fee revenues. Through the
Sharps Program, Public Works in collaboration with the City of West Covina,
established several locations throughout the County for residents to obtain free sharps
containers (distribution sites), as well as locations for residents to properly drop off their
filled sharps containers (collection sites) free of charge.



REPORT ON HOME-GENERATED SHARPS WASTE COLLECTION
AT COUNTY FACILITIES

Prior to the Board’s October 13, 2009, motion, Public Works had started working with
several partners, such as the County Department of Public Health and some cities, to
establish convenient sites for the collection of home-generated sharps waste at their
facilities and distribution of sharps containers. Public Health assisted Public Works in
this effort by designating 14 of its public health clinics to serve as distribution sites to
provide free sharps containers to residents, as well as collection sites for the filled
sharps containers.  Costs associated with the Program were integrated into
Public Health's existing disposal system used for the internally generated infectious
waste at their health clinics. Public Health reaches over 250,000 individual patients
each year through its health clinics.

Other collection sites established prior to the motion included six permanent Household
Hazardous Waste (HHW) collection centers operated by the City of Los Angeles and
available to residents Countywide through an agreement with the County, a permanent
HHW collection center operated by the City of Santa Monica, the County’s permanent
HHW collection center in the Antelope Valley, and the County's numerous mobile
collection events held throughout the County

Due to the large size of the County, and to fill in service gaps that create further
convenience to residents, Public Works continued looking for new partnership
opportunities for safe and convenient collection of home-generated sharps waste.
Recognizing the need for further expansion of this service, the Board adopted the
October 13, 2009, motion (See Enclosure )

WORKING GROUP ACTIVITIES

Evaluation, Identification, and Challenges in Siting of Sharps Collection Centers
at County Facilities

Public Works convened the Working Group (see Enclosure Il) for the participating
departments to meet regularly and discuss the goals and objectives outlined in the
motion

The Working Group assessed potential locations at the departments’ facilities to
determine their feasibility for use as collection sites.

o Public Works did not have any new sites to consider but continued to offer its
weekly mobile collection events (over 60 annually) and the Antelope Valley
Environmental Collection Center as sharps container distribution as well as
collection sites. Public Works also partnered up with the Sheriff's Department to
administer and fund the disposal of home-generated sharps waste at 20 Sheriff
Stations throughout the County

e On a paralell track, in September 2009, the Sheriff's Department (Sheriff's)
launched the Safe Drug Drop-Off Program providing designated Sheriff's stations

2



REPORT ON HOME-GENERATED SHARPS WASTE COLLECTION
AT COUNTY FACILITIES

with self-serve drop boxes for the collection of home-generated sharps waste
and home-generated pharmacuetical waste. The Sheriffs Program was
established to provide an opportunity for residents to safely and anonymously
drop-off expired or unused drugs, sharps waste, and other controlled substances.
This program was initially established at the Sheriff's Lomita Station and was
subsequently expanded to include a total of 20 locations

Recognizing the significant contribution of the Sheriff's Program to achieving the
objective of the Motion, Public Works and the Sheriff's teamed up in an effort to
integrate the Sheriffs sharps program into Public Works” Countywide
Home-Generated Sharps Waste Management Program. As a result, Public
Works assumed administration of the contract to manage the home-generated
sharps waste collected at the designated Sheriff's stations. The annual cost of
this contract is approximately $40,000 The Sheriff's will continue offering the
designated Sheriff's stations as sharps waste collection sites and assisting with
public outreach and education efforts.

The Department of Health Services (Health Services) identified and implemented
a pilot collection location at the Wilmington Health Center starting April 2010
The center was feasible for a pilot program because of its small size which
allowed for a controlled service area The center was set up to offer residents a
convenient outlet to properly dispose of their sharps waste, as well as the
opportunity to conveniently receive a free sharps container Health Services was
able to easily integrate costs associated with sharps colletion under this program
into their existing disposal system used for internally-generated infectious waste
at its health clinics.

Furthermore, Health Services did not find its pharmacies feasible as sharps
collection sites, due to safety and liability concerns, and the need to maintain a
clean pharmacy environment. Health Services was equally concerned with
experiencing an increased numbers of visitors at their hospitals, pharmacies, and
high traffic clinics. Health Services estimates that 700,000 patients are seen
annually at their facilities and with shortage of staff, and parking space,
Health Services did not find it feasible to have a pilot sharps collection site at
these high-traffic service areas.

The Department of Public Health did not have additional clinics to offer but
further committed to being a permanent partner through the already established
14 clinics as distribution and collection sites

The Department of Community and Senior Services (CSS) was unable to identify
a facility as a potential pilot location Due to the usage demographics of the
centers, CSS felt that the collection of sharps waste at their facilities would pose
a safety hazard to the participants. Community and Senior Services expressed
concerns about potential liability issues directly related to the health and safety of
participants coming within a close proximity of sharps waste collected at their
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centers Community and Senior Services reported that patrons are mainly
children and elderly residents and felt that community and senior centers were
not conducive for the collection of sharps waste.

e The Fire Department initially identified five of their stations as potential collection
sites. However, upon further study and due to funding limitations as well as
safety concerns, a pilot location was not established to serve the purposes of the
motion. However, for their own internal needs, the Fire Department was able to
secure a contract to utilize 22 of their Battalion Headquarters sites as sharps
waste disposal sites for their Paramedic Squads only These locations are not
available for public use.

PILOT SHARPS COLLECTION LOCATIONS AND PRELIMINARY RESULTS

The implementation of the Sharps Board Motion has been highly successful and well
received by the residents of the County Together with Health Services and the
Sheriff's, a total of 21 new sharps waste collection sites at County facilities were added
to the Sharps Program.

Wilmington Health Center

The new location at the Wilmington Health Center in Wilmington, California offered by
the Health Department has proved to be feasible as a collection site for the
home-generated sharps waste. The Program was easily integrated into the
Department's existing disposal system already in place for the internally generated
infectious waste at the health center Due to shortage of staff, the Department has not
been able to properly track usage of this service by the public. However,
Health Services has not reported any issues associated with this service at the center

Sheriff Stations

The 20 Sheriff Stations throughout the County have proved to be extremely
advantageous to the public. The centers are located widespread throughout the County
in the following cities and communities:

Sheriff's Site/City Name Supervisorial
District

East Los Angeles Station, Los Angeles
Industry Station, Industry

Pico Rivera Station, Pico Rivera
Walnut Station, Walnut

Carson Station, Carson '
Century Station, Lynwood

Compton Station, Compton

South Los Angeles Station, Los Angeles
Malibu/Lost Hills Station, Calabasas

WININININ |-
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West Hollywood Station, West Hollywood
Lakewood Station, Lakewood

Lomita Station, Lomita

Marina Del Rey Station, Marina Del Rey
Norwalk Station, Norwalk

Palmdale Station, Paimdale

San Dimas Station, San Dimas

Santa Clarita Station, Valencia
Lancaster Station, Lancaster

Temple Station, Temple City

Crescenta Valley Station, La Crescenta

[T OIS ITS IS N N B Y S S Y V)

On average, 850 pounds of sharps waste are collected from these stations each month
The self-serve drop boxes at these stations have proved to be feasible and convenient.

These locations were established for the purposes of home-generated sharps waste
disposal and to be used by residents only A challenge the Sheriff's Department
encountered is the apparent use by some private clinics of these boxes as a means of
disposing of their sharps waste. Public Works and the Sheriff's Departments will
continue to work together to educate the public on this matter, to deter businesses from
improperly using these venues for their disposal needs. This is important in order to
continue offering these free services to the public without burdening public funds.

PUBLIC OUTREACH AND EDUCATION EFFORTS

Through effective outreach campaign efforts, millions of County residents were reached
and educated on the proper disposal of home-generated sharps waste.  Public Works
distributed program specific brochures and posters to all the participating departments
to make available at their designated facilities. Information was posted on various
department websites.

Community and Senior Services has been very instrumental with outreach efforts at
their 14 community and senior centers. Brochures were posted, public presentations
were conducted by Public Works’ staff, flyers were distributed to the participants, and
CSS’s own mobile Information Van staff handed out program material at multiple
events. Community and Senior Services estimated reaching over 300,000 residents
through their outreach efforts. In addition, CSS and Public Works hosted a booth at the
2010 Diabetes Expo and reached approximately 8,500 attendees.

Coordinated public outreach and education for the program will be continuous with the
Working Group and will include newsletter articles in various County circulations.
Community and Senior Services will continue distributing outreach materials at their 14
centers and through their Information Van, and offer more opportunities to conduct
presentations at individual centers and at special events. Public Works will also
continue distributing brochures at its weekly mobile HHW collection events reaching
approximately 60,000 households annually
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MAIL-BACK CONTAINER FEASIBILITY

Due to several barriers, including limited funding and participant screening issues, the
Working Group concluded that it was not feasible to provide a mail-back program This
program would primarily assist the elderly, disabled, and others who are unable to
utilize the County’s expanded network of sharps collection sites.

Initially, as a pilot program, Public Works received grant funding to purchase a limited
number of mail-back containers. |n administering this service for nearly three years,
Public Works, along with the Working Group, assessed that the Program would be
costly to sustain The mail-back containers cost about $20 each, as they are postage
pre-paid. To date, over 2,200 containers have been distributed at a cost of about
$44,000. Only 500 of the containers have been mailed back for proper disposal

Currently, through the County Franchise services, the residents in the unincorporated
communities of Rowland Heights, Hacienda Heights, and Citrus are offered a mail-back
sharps waste disposal program. The programs in these communities are supplemented
through the franchise fees

RECOMMENDATIONS

As a result of this coordinated effort, the County expanded the number of sharps
collection sites available to residents Countywide to a total of 42 sites (see Enclosure
[IN). These locations, together with the weekly household hazardous waste collection
events conducted by Public Works in concert with the County Sanitation Districts,
provide significantly enhanced convenience for residents to properly manage their
home-generated sharps waste.

The Working Group recommends the following actions:

» The County should permanently secure the 21 newly established locations through
the Sheriff's and the Health Departments. So far these locations have been well
utilized; are cost effective and convenient to residents. These locations are uniformly
spread throughout the County and are able to fill service gaps to the originally
established program.

e The County should continue offering a collaborative and comprehensive public
education utilizing County newsletters, websites, community events, and other
suitable means as feasible This will ensure a uniform regional message on the
proper disposal of home-generated sharps waste in the County

e To fill in service gaps and enhance services in the unincorporated communities, the
County shall continue to integrate home-generated sharps waste management
programs into future franchise agreements Currently, the residents in the
unincorporated communities of Rowland Heights, Hacienda Heights, Citrus, and

6
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Santa Clarita have sharps disposal services available to them through the franchise
services.

e Continue to examine alternative funding sources and grant opportunities to offset
costs for the program.

o Continue to support producer responsibility bills to establish responsibility and take
back programs by the vendors and manufacturers that sell pharmaceutical products.

e Additionally, Health Services and Public Health should utilize their buying power in
an effort to support producer responsibility by working with the vendors and
manufacturers that sell pharmaceutical products to the County to negotiate the take
back of home-generated sharps waste as well as unused/expired pharmaceuticals
and medication

OVERALL PROGRAM

The newly expanded Program has been recognized by the State of California as the
Best New Program for its innovative collaborative partnerships and creative approach to
protecting public health and safety (see Attachment [V). The Program started as a
partnership with the City of West Covina and it has since expanded to include 15 more
cities, the Sheriff's Department, the County Public Health Department, Health Services,
Community and Senior Services, and other public/private organizations Currently, the
Program offers residents over 100 free and convenient outlets to properly dispose of
sharps waste, as well as free containers to properly collect and transport sharps waste
Over 150 distribution sites have been designated through the Program and over
20,000 sharps waste containers have been distributed

In conclusion, the efforts behind this collaborative effort resulted in significant cost
savings by reducing needle-stick injuries (which costs millions of dollars to treat) and the
cost to clean up illegally dumped sharps waste.

CM.AK:td
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AGN NO
MOTION BY SUPERVISOR DON KNABE October 13, 2009
Everyday in the County of Los Angeles millions of home-generated sharps waste
such as medical needles, lancets, and syringes are produced by individuals who self
administer medications at home If disposed of improperly, sharps waste poses a
significant health risk to everyone, especially sanitation and landfill workers. In addition,
surface waters, groundwater, and the ocean may be polluted as a result of leakage from
leftover liquid in sharps devices
Since last September, State law (SB 1305) prohibits the placement of
home-generated sharps waste in trash and recycling containers, and requires the use of
State-approved containers for the collection and transportation of sharps waste State
law also encourages local governments to implement and promote sharps collection
programs to provide convenient and safe means for residents to dispose of their sharps
waste
To assist residents in complying with this new State law, in June 2008 Public
Works 1in concert with Public Health and participating cities launched a new Sharps
(MORE)
MOTION
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Waste Management Program The aim of the Program is to make 1t as convenient as
possible for residents to properly dispose of their sharps waste. Through this Program,
Public Works provides State-approved, puncture-proof containers for residents to safely
collect their sharps waste These containers can be obtained free of charge at over
100 distribution sites.

Once filled, the sharps containers can be taken to designated collection sites for
safe disposal. Designated collection sites currently include 8 permanent household
hazardous waste collection centers and the County’s weekly household hazardous
waste collection events In addition, the Department of Public Health took a proactive
approach in joining Public Work’s efforts to make available 14 public health clinics as
collection sites for County residents to dispose of sharps waste The disposal cost for
the sharps waste is incurred by Public Health as part of their existing internal sharps
waste program. In collaboration, Public Works assists with providing sharps containers
for distribution, as well as outreach materials for public education This collaborative
partnership is a great example of departments working together to provide beneficial
public service to the communities Considering the size and population of Los Angeles
County however, there is a need to expand the number of sites where residents can
take their filled sharps containers. To the extent feasible, we should utilize County
facilities for this purpose

Certain County departments, such as the Fire Department, also have a need for
proper disposal outlets for the sharps waste they collect when they treat patients
through their emergency services. Thus, opportunities exist for additional collaborative

(MORE)
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partnerships between Public Works and other County departments for properly

managing sharps waste and increasing public awareness.

[, THEREFORE, MOVE that the Board of Supervisors instruct the Director of

Public Works, working in collaboration with the Directors of Health Services, Community

and Senior Services, Public Health and the Fire Chief of the Fire Department to pursue

the following actions

1 ldentify and evaluate the potential for utilizing additional County facilities, such as

fire stations, pharmacies, hospitals, and other locations, as sharps collection

sites.

2. implement collection sites at the most feasible locations on a 12-month trial

basis, based on the Public Health model highlighted above Costs should be

equitably shared amongst participating departments.

3 Assess the feasibility of providing approved mail-back containers to assist the

elderly, disabled, and others who are unable to utilize the County’s expanded

network of sharps collection sites

4 Submit a report to the Board within 18 months summarizing the results of this

effort. The report should include but not be iimited to the following

a

b

DS azr

Success of the trial collection sites in enhancing the Program
Barriers/challenges faced

Public outreach and education implemented

Cost analysis

Recommendations on making collection sites permanent, further
expanding collection and other adjustments to the Program.

#H#t#
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Home-Generated Sharps Waste Management Program
Permanent Collection Sites
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Enclosure IV

County of Los Angeles
Home-Generated Sharps Waste Management Program

INNOVATIVE PARTNERSHIPS

As a partner. the Department of Public Health opened up its 14 public health clinics for County
residents to conveniently and safely dispose of sharps waste and have easy access to obtaining new
sharps containers.

aaft Jb;‘ -
piaLe

The collaborative partnership with the County Sheriff's Department encourages residents to anonymously
dispose of home-generated sharps waste at 20 Sheriff's Stations throughout the County.
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COUNTY OF LOS ANGELES
DEPARTMENT OF PUBLIC WORKS

To Enrich Lives Through Effective and Caring Service”

900 SOUTH FREMONT AVENUT
ALHAMER A, CALIFORNIA 91863.122)

GAtL FARBER. Directer Telephone (620 45%-51¢0
hup:“dpw lacounty gov SODRESS ALL CURRLSPONDENCE T0)
P.O. BUX 1460
ALHAMBRA, CALIFORNIA ¢1R02-146¢
July 2, 2015
IN REPLY PLERASE
REFER TO FILE EP-4
A4272
TO: Each Supervisor

FROM. Gail Farber zce FoAletr

Director of Public Works

BOARD MOTION OF JUNE 2, 2015. ITEM 78-A
MANAGING UNUSED AND EXPIRED MEDICATIONS AND SHARPS WASTE
IN THE COUNTY OF LOS ANGELES

On June 2. 2015 the Board approved a motion introduced by Mayor Michael D
Antonovich as amended, directing the Director of Public Works, in coordination with the
Interim Chief Executive Officer: County Counsel: the Sheriff. the Directors of Health
Services, Internal Services. Mental Health. and Public Heailth. and the County
Sanitation Districts to:

1. Investigate options for reducing improper use and disposal of unused/expired
medications. increasing public awareness and education, and improving the
current management system for unused/expired medications in the County.

2. Partner with the pharmaceutical industry to develop a public awareness
campaign to educate residents on the importance of how to properly store and
dispose of unused medication and the negative effects to the environment when
medication enters the waste stream and waterways,

3. Actively support and pursue Extended Producer Responsibility (EPR) legislation
and take-back programs for sharps and pharmaceuticals at the State level
consistent with the County's adopted Legislative Agenda and Roadmap to a
Sustainable Waste Management Future;

4 investigate the feasibility of adopting an ordinance similar to the pharmaceutical
take-back ordinance adopted by the Counties of Alameda San Mateo.
San Francisco, and Santa Clara, and

5 Investigate the feasibility of utilizing the County's purchasing power to negotiate
producer/pharmacy take-back programs.

Report back within 4 months with findings and recommendations for items 1-3 and
report back in 30 days for items 4 and 5.
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The attached report is in response to items 4 and 5 of the motion Below is a summary
of the findings and conciusion of the report.

ltem 4: Pharmaceutical Take-Back Ordinance

The County Departments and Agency listed in the motion formed a Working Group to
evaluate the feasibility of adopting an ordinance similar to the pharmaceutical waste
take-back ordinances adopted by the Counties of Alameda (July 10 2012)

San Francisco (March 17, 2015). San Mateo (May 19. 2015). and Santa Clara
(May 28, 2015).

Utilizing the principle of EPR. an environmental policy introduced in Sweden in 1990
these Courties adopted ordinances that mandate drug manufacturers design and
implement a safe take-back and disposal program. Based on this premise and for the
additional reasons cited below. the Working Group has determined that a similar
ordinance is feasible for the County:

~ The United States Drug Enforcement Agency promulgated regulations at. inter
alla. 21 CFR Parts 1317. et seq. in 2014 allowing the collection of controlled
substances at collection receptacles. take-back events, and mail-back programs.

~ To date. there is no voluntary or mandatory Statewide product stewardship
program for unwanted or expired pharmaceuticals or sharps waste in Calfornia.

~ Publicly financed take-back programs are currently not adequate to manage the
amount of unused pharmaceuticals produced in the County.

~ The California Medical Waste Management Act allows local junsdictions to
promulgate more stringent requirements to dispose of medical waste pursuant to
Health and Safety Code section 117800.

» In May of this year. the United States Supreme Court declined to review a
challenge to Alameda County's Drug Disposal Ordinance. The Court's decision
upholds the Sth Circuit Court of Appeals opinion of September 30, 2014, which
found that the ordinance, requiring pharmaceutical manufacturers to fund drug
take-back programs in the County. did not interfere with interstate commerce or
discriminate against out-of-state manufacturers.

Item 5: Utilization of the County's Purchasing Power to Negotiate a Take-Back
Program

The Working Group does not recommend pursuing this strategy. While the County's
purchasing power is prominent in many areas based on its sheer volume, most retail
pharmaceutical purchases are attributed to the thousands of community and retail
pharmacies located within the County. County pharmaceutical purchases make up less
than 3 percent of the overali pharmaceutical sales in Los Angeles County.
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Recommendation

The Working Group recommends the Board adopt an EPR ordinance similar to those
adopted by the Counties of Alameda, San Francisco. San Mateo. and Santa Clara
requiring manufacturers/producers to develop and finance a product stewardship plan
that addresses a take-back program, identifying at a minimum:

~ Collection systems and services. including drop-off sites. collection events. and
mail-back services: '

» Handling and disposal procedures thal are safe and in compliance with
applicable Federai and State laws:

-~ Public education and outreach promotion strategies: and

~ Tracking reports of disposal amounts. short-term and long-term goals for
collection amounts. and education and promotion programs.

Ordinances adopted by San Francisco. San Mateo, and Santa Clara were modeled
after Alameda County. but contain other components. such as over-the-counter
pharmaceutical waste. As these other ordinances have not been tested legally, there i1s
potential risk of legal challenge associated with including these other components.
However, the Working Group has considered these risks and believes that they are
outweighed by the benefits of achieving the policy goals.

Next Steps

Upon the Board's direction. the Working Group will prepare a draft EPR ordinance with
participation of stakeholders that ensures the safe and convenient take-back and
disposal of sharps and pharmaceutical waste by producers and manufacturers.
Additionally. the Working Group will report back to the Board by October 2. 2015.
regarding items 1-3 of the June 2. 2015 Bceard order.

If you have any questions regarding this matter. please contact me or your staff may
contact Shari Afshari at (626) 458-4008.

CS.ao

h/aghome/ag/EPD/Pharma EPR Cover Meme

Attach.

cc. Chief Executive Office (Sachi A Hamai. Rochelle Goff). County Counsel, Executive
Office, Department of Heaith Services, Internal Services Department, Department
of Mental Health, Department of Public Health, Sheriffs Department. Sanitation
Districts of Los Angeles County
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INTRODUCTION

MOTION

On June 2, 2015, the Board of Supervisors approved a motion introduced by Mayor
Michael D. Antonovich directing the Director of Public Works, in coordination with the
Interim Chief Executive Officer; County Counsel; the Sheriff; the Directors of Health
Services, Internal Services, Mental Health, and Public Health; and the County Sanitation
Districts to:

1. Investigate options for reducing improper use and disposal of unused/expired
medications, increasing public awareness and education, and improving the current
management system for unused/expired medications in the County;

2. .Partner with the pharmaceutical industry to develop a public awareness campaign
to educate residents on the importance of how to properly store and dispose of
unused medication and the negative effects to the environment when medication
enters the waste stream and waterways;

3. Actively support and pursue extended producer responsibility legislation and
take-back programs for sharps and pharmaceuticals at the State level, consistent
with the County's adopted Legislative Agenda and Roadmap to a Sustainable Waste
Management Future;

4. Investigate the feasibility of adopting an ordinance similar to the pharmaceutical
take-back ordinance adopted by the Counties of Alameda, San Mateo, San Francisco,
and Santa Clara; and

Investigate the feasibility of utilizing the County’s purchasing power to negotiate
producer/pharmacy take-back programs.

Ui

Report back within 4 months with findings and recommendations for items 1-3 and
report back in 30 days for items 4 and 5. The County Departments and Agency listed in
the motion formed an Extended Producer Responsibility Working Group (EPR Working
Group) to prepare this report, which is in response to items 4 and 5 of the motion.

BACKGROUND

Pharmaceuticals play a critical role in treating diseases and saving lives. However, there are
times consumers of pharmaceuticals no longer need the supply that is in their possession -
for example, their physician has changed their medication therapy, the medication is
expired, or a patient in a long-term care facility has died. Current options for managing this
excess pharmaceutical supply, or pharmaceutical waste, are limited. Pharmaceutical waste
includes unused and/or expired over-the-counter or prescription tablets, oral liquids and
injectable products, but also may contain biomedical or biohazardous waste. For this
reason, pharmaceutical waste disposal options must provide for the management of
biomedical and biohazardous waste as well as disposal of devices commonly used to

Page 1



puncture the skin (e.g., syringes/needles) that are also used by consumers to inject
pharmaceuticals. The U.S. Environmental Protection Agency (USEPA]} states that “reducing,
minimizing, or eliminating leftover drugs represents a very significant opportunity to
improve both ecological and human health while also reducing expenses associated with
medical care and waste treatment.”! In addition, improper management of discarded
sharps waste such as needles, syringes, and lancets can pose a health risk to residents,
including certain classes of workers and children.?

The safe disposal of pharmaceutical and sharps waste is a public safety and environmental
need that calls for safe, convenient, and sustainable disposal options for residents in
Los Angeles County.

Health and Safety Issues

According to the National Community Pharmacists Association (NCPA), an estimated
200 million pounds of unused or expired prescription drugs are stored in medicine
cabinets across America.3 Given the limited waste disposal options available and the fact
that many County residents are unsure of how to safely and properly dispose of
pharmaceutical and sharps waste, there is an opportunity for Los Angeles County to take
action to provide additional waste disposal options.

Improperly disposed sharps waste poses an additional set of concerns and risks to health
professionals, pharmacists, law enforcement professionals, and the waste management
industry as these individuals may unexpectedly encounter disposed needles and other
related waste. The USEPA estimates that about 8 million people in the United States use
more than 3 billion needles, syringes, and lancets, collectively known as “sharps,” each
year.* Once used, these sharps are termed “home generated” medical waste, and by State
law,” are prohibited from disposal in regular trash cans or recycle bins. The volume of
home generated sharps waste has been growing in recent years, and many people are
unaware of what to do with their used sharps and end up throwing them in the trash
despite the law. According to the USEPA “people at the greatest risk of being stuck by used
sharps include sanitation and sewage treatment workers, janitors and housekeepers, and
children”®¢ Much of the home-generated waste is sorted and processed before landfilling,
which exposes sanitation workers and others to potentially dangerous conditions.
According to the USEPA, all needle-stick injuries are treated as if the needle were infected
with a disease. Victims of sharps-related injuries face the cost of post-injury testing,
disease prevention measures, and counseling, even if no infection or disease was spread.

! Drug Disposal & Stewardship: Ramifications for the Environment and Human Health (USEPA, Sept. 2014}
2 Community Options for Safe Needle Disposal (USEPA, Oct. 2004)

¢ DisposeMyMeds.org (NCPA, downloaded June 17, 2015)

¢ Community Options for Safe Necdle Dispasal (USEPA, Oct. 2004)

5 California Health and Safety Code §118286

5 Community Options for Sofe Needle Disposal (USEPA, Oct. 2004)
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Some diseases can take a long time to appear on test results, leading to months of testing
and apprehension.’

Environmental Issues

The World Health Organization (WHO) recently reported that “a number of studies found
trace concentrations of pharmaceuticals in wastewater, various water sources, and some
drinking-waters.”® Pharmaceuticals can enter the environment through multiple pathways,
including being poured down the drain, being flushed down toilets, or via trash disposal,
which can result in Iandfill leachate that may enter groundwater. All landfills generate
leachate - the product of moisture in the deposited trash and rainfall on the surface of the
landfill that collects over time. In landfills operated by the Sanitation Districts of
Los Angeles County and most large landfills, the leachate is collected and treated at local
wastewater treatment plants. However, municipal wastewater treatment plants in
Los Angeles County are not designed to manage or remove all of the complex compounds in
pharmaceutical waste, and cannot be cost-effectively retrofitted to do so. The long-term
environmental impacts of the presence of pharmaceuticals in groundwater and surface
water bodies are unknown; therefore, it is prudent to encourage other methods of disposal.

Financial Issues

The Los Angeles County Sheriff’s Department has set up collection and drop-off boxes at
21 stations where residents can safely and anonymously drop off their expired and unused
pharmaceutical and sharps waste. In 2013, the Sheriff’s program collected about 20,000
pounds of pharmaceutical waste and 26,000 pounds of sharps waste, at a cost of over
$34,000 and $48,000, respectively, funded through the Sherriff’s Department existing
budget and personnel. However, this program by itself is simply not adequate to process
the volume of pharmaceutical and sharps waste produced in the County.

In addition, the County’s Household Hazardous Waste (HHW) Program, managed by Public
Works, also collects non-controlled pharmaceutical and sharps waste from residents at
weekly HHW collection events and designated collection centers. The $10 million HHW
Program is primarily funded by a Countywide fee collected based on the total amount of
solid waste disposed. This funding source is anticipated to substantially decrease as the
State proceeds to achieve its policy goal to recycle at least 75% of the waste by 2020, and
the County achieves its ambitious waste diversion goals identified in the County’s Roadmap
to Sustainable Waste Management Future. It is difficult to calculate the exact costs for the
collection and management of pharmaceutical and sharps waste from the total HHW
Program costs, but they are estimated to be in the range of $500,000 per year or more. As
the County’s population continues to increase, demands on these programs will grow, while
funding is anticipated to decrease as described above. At the same time, providing for
proper management of pharmaceutical and sharps waste for all County residents solely

7 Ihid.
@ Information sheet: Pharmaceuticals in drinking-water {WHO, 2012)
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through the HHW Program would require significant additional resources, which is not
financially sustainable in the long term.

OPTIONS FOR MANAGING PHARMACEUTICAL AND SHARPS WASTE

Existing options for managing pharmaceutical and sharps waste are described below:

DISPOSAL

Disposal practices that involve placing medications in household trash, pouring them down
the drain, or flushing them down the toilet potentially pose a threat to the environment.
The U.S. Food and Drug Administration (FDA) recommends that, if take-back options are not
available, certain pharmaceutical waste “that may be especially harmful and, in some cases,
fatal with just one dose” should be “flushed down the sink or toilet as soon as they are no
longer needed.” However, the California Department of Resources Recycling and Recovery
(CalRecycle) notes “wastewater treatment plants are not designed to remove
pharmaceuticals and studies show that exposure to even low levels of drugs has negative
effects on fish and other aquatic species, and also may negatively affect human health.
Thus, we recommend households do not dispose of waste medication down the drain or
down the toilet."10

In addition, California Law prohibits the placement of sharps waste in trash or recycling
bins, and requires that sharps waste be placed in special container to minimize the risk of
injury and prevent leakage or expulsion of waste contents during storage and transport.1!
Therefore, home disposal of sharps waste is not an option.

There is broad consensus, including among the FDA,22 USEPA!® and the pharmaceutical
industry,4 that take-back programs that promote incineration disposal methods are the
preferred choice for proper disposal of expired or unwanted prescription and over-the-
counter medication. The USEPA recommends incineration as the preferred method of
disposal to address both environmental concerns and concerns regarding improper use of
pharmaceuticals.’3 The USEPA notes “studies have shown active pharmaceutical
ingredients are present in some groundwater and drinking water, some portion of which is
likely due to flushing [down the drain/toilet]. Further, some limited studies have shown
active pharmaceutical ingredients present in landfill leachate that is collected in municipal
solid waste landfill leachate systems. Incineration of unwanted household pharmaceuticals

9 Disposing of Unused Medicines: What You Should Know (FDA, downloaded June 17,2015)

10 Household Medication Waste Disposal {CalRecycle website, downloaded June 17,2015)

11 California Health and Safety Code §§118275-118320

1z Disposing of Unused Medicines: What You Should Know (FDA website, downloaded June 17, 2015)

13 Community Options for Safe Needle Disposal (USEPA, Oct. 2004)

14 Safe Disposal of Prescription Medication and Environmental Protection (Pharmaceutical Research and
Manufacturers of America website, downloaded June 17, 2015)

15 Recommendation on the Disposal of Household Pharmaceuticals Collected by Take-Back Events, Mail-Back,
and Other Collection Programs (USEPA Memorandum, Sept. 2012) .
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will reduce the amount of household pharmaceuticals that are disposed by both flushing
and land filling.1®

TAKE-BACK AND MAIL-BACK

Take-back programs are a simple, safe and efficient option to provide for the
environmentally safe collection and disposal of pharmaceutical and sharps waste. Through
such programs, pharmaceutical and sharps waste are properly contained, incinerated
and/or safely disposed. Take-back programs should include a mail-back option, which
helps to ensure that the take-back program is accessible to all County residents free of
charge, including those who are home bound, live in remote or rural areas, or have a large
quantity of pharmaceutical and/or sharps waste that requires disposal. A take-back
program with a mail-back option provides for the disposal of pharmaceutical and sharps
waste that can be financially, socially, and environmentally sustainable. Three options for
implementing a take-back program are discussed below:

Utilizing the County’s Purchasing Power for Take-Back

An option considered was the use of the County’s pharmaceutical purchasing power to
negotiate contracts. However, after review and consideration, the EPR Working Group does
not recommend pursuing this strategy. While the County’s purchasing power is prominent
in many areas based on its sheer volume, most retail pharmaceutical purchases are
attributed to the thousands of community and retail pharmacies located within the County.
County pharmaceutical purchases make up less than 3% of the overall pharmaceutical sales
in Los Angeles County.1’

Publicly Financed Take-Back Program

Today in Los Angeles County, publicly financed take-back programs are the only safe
options for residents to dispose of sharps and pharmaceuticals. However, these programs
are currently not adequate to manage the amount of unused pharmaceuticals produced in
the County. Currently, the County’s program relies on a network of pharmaceutical and
sharps waste drop-off locations at Sheriff Stations and designated County health centers;
however, these limited locations have faced difficulty with safely handling the volume of
pharmaceutical and sharps waste, particularly given the types of waste disposed of by
consumers and the volume of waste. The County’s HHW Program may not provide a
convenient location to every resident in a timely manner to manage their sharps or
pharmaceutical waste. Expanding these programs sufficiently would require additional
resources; however, as discussed above, the Countywide HHW Program is facing
anticipated decreases in funding. Given the limited public take-back options due to funding
requirements, the County cannot assume the sole responsibility for developing, financing,
advertising, and implementing take-back programs. In addition, a recent study by the City

6 Ibid,
¥ KFF Total Retail Sales for Prescription Drugs Filled at Pharmacies (KFF Website, Downloaded june 25, 2015)
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of San Francisco suggests that residents prefer dropping off pharmaceuticals at pharmacies
rather than police stations by a wide margin.18

Establishing a Privately Financed Take-Back Program

In November 2008, the Los Angeles County Board of Supervisors adopted a resolution
supporting the principle of Extended Producer Responsibility (EPR). EPR is an
environmental policy approach credited as being officially introduced in Sweden in 1990%°
in which a manufacturer or producer’s responsibility for a product is extended to the post-
consumer stage of a product’s life cycle. Manufacturers would be required, either
individually or céllectively, to establish a comprehensive take-back program, along with a
plan to ensure the program effectively collects the pharmaceutical products at the end of
their useful life. In addition to assuming a share of the costs, EPR can lead to better results
overall since manufacturers know their product and industry better and can design and
operate collection and disposal programs which are more efficient and effective than those
implemented by local governments. A take-back program financed by the pharmaceutical
‘industry would share the responsibility for managing unused/expired pharmaceuticals and
sharps and relieve the current burden on publicly funded efforts. This program would
include handling the shipping costs incurred through the use of a mail-back option for
consumers. According to the Product Stewardship Institute, the EPR approach has been
successful in managing pharmaceutical and sharps waste for years throughout some
European countries, Mexico, and Canada.<?

The State Board of Pharmacy is in the process of establishing regulations for
pharmaceutical take-back within pharmacies. As the Drug Enforcement Agency regulations
also allow take-back within hospitals and long-term care facilities when overseen by a
pharmacy, the regulations will include these additional access areas as well.

Generally, EPR programs are more effective when adopted uniformly for a geographically
large area, allowing for improved economies of scale for outreach and collection costs while
minimizing confusion that may arise over the boundaries of local programs. However,
previous attempts to pass Statewide EPR legislation for pharmaceuticals and sharps in
California have not been successful. On july 10, 2012, Alameda County was the first County
in the nation to adopt an EPR ordinance for pharmaceutical waste at the local level
Alameda County’'s Safe Drug Disposal ordinance was challenged by the pharmaceutical
industry in District Court, and when it was upheld, appealed to the Ninth Circuit Court of
Appeals which also upheld the ordinance. On May 26, 2015, the United States Supreme
Court decided that it would not review the case, leaving the Ninth Circuit Court decision in

18 San Francisco's Safe Medicine Disposal Pilot Program Update (San Francisco Public Utilities Commission, Jan.
2013)

19 The Concepts of Extended Producer Respansibility and Product Stewardship {Institute For Local Self-Reliance
Website, Downloaded June 25, 2015)

20 Myths vs. Reality: Extended Producer Responsibility for Pharmaceuticals (Product Stewardship Institute,
factsheet downloaded June 17, 2015)
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place. Also, this year three additional Counties in California-Santa Clara, San Francisco, and
San Mateo-have adopted similar ordinances.

A SUSTAINABLE SOLUTION

Adopting an EPR ordinance to establish a privately financed take-back program for
pharmaceutical and sharps waste is a sustainable and effective approach, since it requires
the manufacturers, as producers of pharmaceutical products and sharps, to incorporate
into the price of their products the cost of managing the products at the end of their useful
life. Manufacturers can partner with pharmacies to establish take-back locations, which
would be more convenient to residents, and it is anticipated that financing these programs
will have minimal impact on the retail costs of pharmaceuticals or sharps.z122

On October 21, 2014, the Board of Supervisors adopted the Roadmap to a Sustainable
Waste Management Future (Roadmap). The Roadmap identifies strategies and initiatives to
reduce waste and divert material from landfills. One of the initiatives identified is to
advocate for EPR, including exploring the feasibility of establishing a County EPR ordinance
for materials such as pharmaceutical and sharps waste.

Additionally, supporting shared responsibility with manufacturers for the impacts and
management costs of their products at the end of life is consistent with the County's
Legislative Agenda, which states that the County will “support legislation that places
greater emphasis on producer/manufacturer responsibility for the environmental impact
of their products and the waste that is produced, and shifts end-of-life management and
financial responsibilities from local governments to producers, in order to reduce public
costs and encourage improvements in product design that promote environmental
sustainability”?3 This policy was established following the Board of Supervisors adoption
on November 5, 2008, of a resolution “supporting Extended Producer Responsibility and
directing the County’s Legislative Advocates in Sacramento to actively pursue legislation
and Statewide policies that shift end-of-life product management costs from local
government to the manufacturers and incentivize the redesign of products that have
impacts on public health and the environment.”

The overall efforts are in line with the June 2014 County Strategic Plan Goal No. 2, Strategic
Initiative 5, Environmentally Sustainable Practices which identifies a specific focus area
promoting net-zero waste in order to “optimally manage and reduce solid waste by
diverting from waste stream and maximizing recycling opportunities.”

21 Ibid.
22 Economic Impacts of the B.C. Recycling Regulation (British Columbia, CN Ministry of Envirenment, August

2008)
13 2015-16 State Legislative Agenda, Section 2.7.12 {Los Angeles County, Dec. 2014)
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RECOMMENDATION

The Board directed that the Department of Public Works in coordination with the Chief
Executive Office, County Counsel, the Sheriff, Health Services, internal Services, Mental
Health, Public Health, and the County Sanitation Districts address the issue of take-back
programs for pharmaceutical products. This EPR Working Group recommends the Board
adopt a pharmaceutical and sharps waste EPR ordinance in which pharmaceutical
manufacturers and producers would develop and fund take-back programs providing
collection services that are reasonably convenient and adequately meet the needs of the
population being served.

PHARMACEUTICAL AND SHARPS WASTE EPR ORDINANCE

The EPR  Working Group recommends that this ordinance require
manufacturers/producers of prescription and nonprescription drugs (including controlled
and non-controlled substances) as well as sharps to develop product stewardship take-back
program(s) to collect and dispose of unused/unwanted pharmaceutical and sharps waste
from consumers. Ordinances adopted by San Francisco, San Mateo, and Santa Clara were
modeled after Alameda County’s ordinance, but contain other components, such as over-
the-counter pharmaceutical waste, as well as requiring other best practices. As these other
ordinances have not been tested legally, there is potential risk of legal challenge associated
with including these other components. However, the EPR Working Group has considered
these risks and believe that they are outweighed by the benefits of achieving the policy
goals.

All pharmaceutical manufacturers/producers would be subject to the same requirement to
design and implement a take-back program, and they would be able to choose whether to
meet these requirements individually or by joining with others. Manufacturers/producers
would have the flexibility to design the take-back program to meet performance goals
established by the County. The County would be responsible for oversight of the
program(s), for ensuring that the program(s) are transparent and readily accessible to the
public, and that a thorough outreach program is implemented.

Participation by retail pharmacies, hospitals, and long-term care facilities would be
voluntary, and interested pharmacies would work directly with the pharmaceutical
producers to join the program. Any pharmacies, hospitals, or nursing homes that choose to
participate would provide collection bins for pharmaceutical and sharps waste, contribute
floor space and staff time to manage the collected materials and answer consumers’
questions. The EPR Working Group recommends that the ordinance authorize
pharmaceutical manufacturers/producers to provide financial incentive to participating
pharmacies. The EPR Working Group also recommends the ordinance require any retail
pharmacy not participating as a collection point, at minimum to advertise options available
for proper disposal, including the locations of participating pharmacies and how to make
use of mail-back programs.
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NEXT STEPS

DRAFT ORDINANCE

Upon the Board’s direction, the EPR Working Group will prepare a draft pharmaceutical
waste and sharps waste EPR ordinance with the participation of stakeholders. The
ordinance would be drafted as a Countywide ordinance, however it is anticipated that each
city wishing to participate would need to take additional action, as the ordinance may only
be enforceable in a city’s jurisdiction after the city takes action to adopt the County
ordinance by reference.

Additicnally, the EPR Working Group will report back to the Board by October 2, 2015, with
findings and recommendations related to items 1-3 of the Board motion as stated on page 4
of this report.

CONDUCT OUTREACH

If the Board directs the EPR Working Group to move forward with drafting an ordinance,
the EPR Working Group will initiate stakeholder engagement to the pharmaceutical
industry and other stakeholders to solicit their feedback. The EPR Working Group would
work together to develop a refined list of stakeholders and host public information
meetings. The meetings would be organized to provide industry and other stakeholders
with an opportunity to share and discuss their comments and concerns regarding the
concept of a pharmaceutical and sharps waste EPR ordinance.

The following target audiences and types of stakeholders have been identified for outreach.
A more specific and extensive list will be developed based on the experiences of other
Counties that have developed similar ordinances.

Stakeholder Engagement Objectives:

e (Communicate the need to provide safe, convenient, and sustainably financed take-back
options for consumers to properly dispose of pharmaceutical and sharps waste

e Obtain feedback from industry and other stakeholders

e (ienerate awareness about the EPR program

Target Audiences:
e General Public
e Drug Abuse Advocacy Groups
e Waste Management Companies
Environmental Advocacy Groups
Senior Citizen Advocacy Groups
Pharmacy Industry Representatives and Associations
Pharmaceutical Manufacturers and Associations
Cities within Los Angeles County
Veterinarian Organizations
Health Care Provider Organizations

e & & o o o o
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Board of Supervisors Statement Of Proceedings June 2, 2015

Vii. MISCELLANEOUS

78.  Additions to the agenda which were posted more than 72 hours in advance of
the meeting, as indicated on the supplemental agenda. (12-9995)

78-A. Recommendation as submitted by Supervisor Antonovich: Instruct the Director
of Public Works, in coordination with the interim Chief Executive Officer,
County Counsel, Sheriff, the Directors of Health Services, Internal Services,
Mental Health and Public Health, and the County Sanitation Districts to report
back within 4 months with the findings and recommendations on the foliowing:

Investigate options for reducing improper use and disposal of
unused/expired medications, increasing public awareness and
education and improving the current management system for
unused/expired medications in the County;

Partner with the pharmaceutical industry to develop a public awareness
campaign to educate residents on the importance of how to properly

store and dispose of unused medication and the negative effects fo the
environment when medication enters the waste stream and waterways;

Actively support and pursue extended producer responsibility legislation
and take-back programs for sharps and pharmaceuticals at the State
level, consistent with the County’'s adopted Legislative Agenda and
Roadmap to a Sustainable Waste Management Future;

Investigate the feasibility of adopting an ordinance similar to the
pharmaceutical take-back ordinance adopted by the Counties of
Alameda, San Mateo, San Francisco and Santa; and

investigate the feasibility of utilizing the County's purchasing power to
negotiate producer/pharmacy take-back.
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Board of Supervisors Statement Of Proceedings June 2, 2015

Supervisor Antonovich revised Recommendation Nos. 4 and 5 to request
a report back to the Board in 30 days.

On motion of Supervisor Knabe, seconded by Supervisor Antonovich,
this item was approved as amended. (15-2619)
Ayes: 5-  Supervisor Solis, Supervisor Ridley-Thomas,
Supervisor Kuehl. Supervisor Knabe and

Supervisor Antonovich
Aftachments: Mgtion by Supervisor Antonovich
Report
Video
Audio
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AGN. NO.

MOTION BY MAYOR MICHAEL D. ANTONOVICH JUNE 2. 2015

Managing unused/expired medications is a growing concern facing the County of
Los Angeles. According to the National Community Pharmacists Association. an
estimated 200 million pounds of unused or expired prescription drugs are stored in
American medicine cabinets. They often end up in the wrong hands where
inappropriate use can lead to addiction. abuse, serious injury. and even death
According to a report released by the Department of Public Health. in 2013 there were
more than 500 deaths, 3,000 hospitalizations and 5.000 emergency visits associated
with prescription and over the counter drug overdose in Los Angeles County.

New studies are also demonsirating that pharmaceuticals have an impact on our
environment. The World Health Organization recently reported that "a number of
studies found trace concentrations of pharmaceuticals in wastewater. various water
sources and some drinking-waters.” Municipal wastewater treatment plants are not
designed to remove the complex compounds in drugs that end up in the sewer system.

Pharmaceuticals delivered via needles pose an additional set of concerns, posing a risk
to health professionals as well as public and private employees in law enforcement and
waste management that interact with disposed needles and related sharps waste.

These are serious problems impacting the weli-being of cur communities. In response.
the Sheriff's Department has set up collection and drop-off boxes at 21 stations where
residents can safely, and anonymously. drop off their expired medications and sharps.
The County's Household Hazardous Waste program, managed by Public Works, also
collects non-controlled pharmaceuticals and sharps from residents. Unfortunately. the
volume of pharmaceuticals is too great for local programs such as this to fully address
the problem. We need to do more to increase public awareness of the potential
impacts of improper storage and disposai of unused medication and to make it safe and
convenient for residents to dispose of unused/expired medications and increase
participation.

-MORE-

MCTION

SOLIS
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I, THEREFORE, MOVE that the Board of Supervisors:

Direct the Director of Public Works, in coordination with the Chief Executive Office;
County Counsel; the Sheriff's Department; the Departments of Health Services, internal
Services, Mental Health and Public Health; and the County Sanitation Districts to:

1. Investigate options for reducing improper use and disposal of unused/expired
medications, increasing public awareness and education, and improving the
current management system for unused/expired medications in the County;

2. Partner with the pharmaceutical industry to develop a public awareness
campaign to educate residents on the importance of how to properly store and
dispose of unused medication and the negative effects to the environment when
medication enters the waste stream and waterways;

3. Actively support and pursue extended producer responsibility legisiation and
take-back programs for sharps and pharmaceuticals at the State level, consistent
with the County’s adopted Legislative Agenda and Roadmap to a Sustainable
Waste Management Future;

4. Investigate the feasibility of adopting an Ordinance similar to the pharmaceutical
take-back ordinance adopted by the Counties of Alameda, San Mateo, San
Francisco and Santa Clara;

5. Investigate the feasibility of utilizing the County’s purchasing power to negotiate
producer/pharmacy take-back programs; and

6. Report back within 4 months with findings and recommendations.

# # #

MDA evo
pharmaceuticalsdisposai080215
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COUNTY OF LOS ANGELES
DEPARTMENT OF PUBLIC WORKS

“To Enrich Lives Through Effective and Caring Service”

900 SOUTH FREMONT AVENUE
. ALHAMBRA, CALIFORNIA 91803-1331
GAIL FARBER, Director Telephone: (626) 458-5100

htip://dpw lacounty.gov ADDRESS ALL CORRESPONDENCE TO:
F.0. BOX 1460
ALHAMBRA, CALIFORNIA 91802-1460

October 1, 2015
IN REPLY PLEASE
REFER TO FILE: EP-4
A4272F
10! Each Supervisor

FROM: Gail Farber ¥z danten
Director of Public Works

BOARD MOTION OF JUNE 2, 2015, ITEM 78-A
MANAGING UNUSED AND EXPIRED MEDICATIONS AND SHARPS WASTE
IN THE COUNTY OF LOS ANGELES

On June 2, 2015, the Board approved a motion instructing the Director of Public Works,
in coordination with the Interim Chief Executive Officer, County Counsel, the Sheriff, the
Directors of Health Services, Internal Services, Mental Health, Public Health, and the
County Sanitation Districts to:

1. Investigate options for reducing improper use and disposal of unused/expired
medications, increasing public awareness and education, and improving the
current management system for unused/expired medications in the County;

2. Partner with the Pharmaceutical Industry to develop a public awareness
campaign to educate residents on the importance of how to properly store and
dispose of unused medication and the negative effects to the environment when
medication enters the waste stream and waterways;

3. Actively support and pursue Extended Producer Responsibility (EPR) legislation
and take-back programs for sharps and pharmaceuticals at the State level,
consistent with the County's adopted Legislative Agenda and Roadmap to a
Sustainable Waste Management Future;

4. Investigate the feasibility of adopting an ordinance similar to the pharmaceutical
take-back ordinance adopted by the Counties of Alameda, San Mateo,
San Francisco, and Santa Clara; and

5. Investigate the feasibility of utilizing the County’'s purchasing power to negotiate
producer/pharmacy take-back programs.

Report back within 4 months with findings and recommendations for items
1 through 3 and report back in 30 days for items 4 and 5.



Each Supervisor
October 1, 2015
Page 2

On July 2, 2015, a report was submitted to the Board in response to items 4 and 5 of
the motion. The attached report is in response to items 1-3 of the June 2, 2015,
Board motion, and also provides a brief status update regarding the activities
undertaken by the Pharmaceutical Working Group in response to the August 11, 2015,
Board motion.

The August 11, 2015, Board motion directed the Interim Chief Executive Officer, in
collaboration with the County’s Sustainability Council and the Pharmaceutical Working
group to:

1. Draft an ordinance which requires manufacturers and producers of prescription
and nonprescription drugs and sharps to develop product stewardship take-back
programs to collect and dispose of unused/unwanted pharmaceutical and sharps
waste from County residents;

2. Initiate stakeholder engagement with the Pharmaceutical Industry and other
stakeholders to solicit feedback on the ordinance; communicate the need to
provide safe, convenient, and sustainably financed take-back options for
consumers to properly dispose of pharmaceutical and sharps waste; and
generate awareness about the collection program that will be created; and

3. Return to the Board within 6 months with the recommended Ordinance for
consideration.

The Board amended the motion to have the stakeholder process occur first before the
ordinance is drafted.

The recommended Ordinance, which will be submitted to the Board by February 11,
2016, will take into consideration the findings of the July 2, 2015, Board report
“Managing Unused and Expired Medications and Sharps in the County of
Los Angeles,” feedback received from stakeholders and the public, as well as analyses
of EPR ordinances and best practices developed and implemented by other
jurisdictions.

If 'you have any questions regarding this report, please contact me or your staff may
contact Shari Afshari at (626) 458-4008.

PH:jl

P:Secfinal\Pharma EPR Cover Memo 10_2_2015CEOQ_V3.doc

Attach.

cc: Chief Executive Office (Sachi A. Hamai, Rochelle Goff), County Counsel (Julia
Weissman, Grace Chang, Lillian Russell), Executive Office, Department of Health
Services, Internal Services Department, Department of Mental Health, Department
of Public Health, Sheriff's Department, Sanitation Districts of Los Angeles County



October 2, 2015

PREPARED BY:

Chief Executive Office

County Counsel

Department of Health Services

Internal Services Department
Department of Mental Health
Department of Public Health

Department of Public Works

Sheriff’s Department

Sanitation Districts of Los Angeles County

.
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Introduction and Background

Board Motion

On June 2, 2015, the Board of Supervisors approved a motion directing the Director of
Public Works, in coordination with the Interim Chief Executive Officer, County Counsel, the
Sheriff, the Directors of Health Services, Internal Services, Mental Health, Public Health, and
the County Sanitation Districts to:

1. Investigate options for reducing improper use and disposal of unused/expired
medications, increasing public awareness and education, and improving the current
management system for unused/expired medications in the County;

2. Partner with the Pharmaceutical Industry to develop a public awareness campaign
to educate residents on the importance of how to properly store and dispose of
unused medication and the negative effects to the environment when medication
enters the waste stream and waterways;

3. Actively supportand pursue Extended Producer Responsibility (EPR) legislation and
take-back programs for sharps and pharmaceuticals at the State level, consistent
with the County’s adopted Legislative Agenda and Roadmap to a Sustainable Waste
Management Future;

4. Investigate the feasibility of adopting an ordinance similar to the pharmaceutical
take-back ordinance adopted by the Counties of Alameda, San Mateo, San Francisco,
and Santa Clara; and

5. Investigate the feasibility of utilizing the County’s purchasing power to negotiate
producer/pharmacy take-back programs.

Report back within 4 months with findings and recommendations for items 1 through 3
and reportbackin 30 days for items 4 and 5.

The County Departments and Agency listed in the motion formed a Pharmaceutical
Working Group (Working Group) to prepare this report, which is in response to items
1 through 3 above. In a report dated July 2, 2015 (see Appendix), the Working Group
submitted a response to the Board regarding items 4 and 5 of the motion.

July 2, 2015, Board Report

The July 2, 2015, report to the Board of Supervisors, “Managing Unused and Expired
Medications and Sharps in the County of Los Angeles,” recognized that while pharmaceuticals
play a critical role in treating diseases and saving lives, consumers of pharmaceutical
products have limited options for disposal of excess or expired pharmaceutical supplies. In
addition, the improper management of discarded sharps waste such as needles, syringes,
and lancets can pose a health risk to residents, children, and certain classes of workers such
as those that come in contact with waste at municipal solid waste material recovery
facilities.

The disposal of pharmaceutical and sharps waste is a public health and safety issue and an
environmental issue requiring safe, convenient, and sustainable disposal options for
residents in the County of Los Angeles. The report recommended that the Board adopt a
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pharmaceutical and sharps waste EPR Ordinance. It was further recommended that the
Ordinance be similar to the ordinance adopted by Alameda County with the addition of
over-the-counter pharmaceuticals as well as sharps waste. The report noted that while
these other provisions have not been legally tested, the Working Group believes that the
risks are outweighed by the public health and safety benefits and the environmental
protection benefits.

August 11, 2015, Board Motion

In response to the July 2, 2015, report on August 11, 2015, the Board adopted a Motion
introduced by Mayor Michael D. Antonovich and Supervisor Hilda L. Solis, and amended by
Supervisor Don Knabe, which directed the Interim Chief Executive Officer, in conjunction
with the County’s Sustainability Council and the Pharmaceutical Working Group to:

1. Draft an Ordinance, which requires manufacturers and producers of prescription
and nonprescription drugs and sharps to develop product stewardship take-back
programs to collect and dispose of unused/unwanted pharmaceutical and sharps
waste from County residents;

2. Initiate stakeholder engagement with the Pharmaceutical Industry and other
stakeholders to solicit feedback on the Ordinance; communicate the need to provide
safe, convenient, and sustainably financed take-back options for consumers to
properly dispose of pharmaceutical and sharps waste; and generate awareness
about the collection program that will be created; and

3. Return to the Board within 6 months with the recommended Ordinance for
consideration.

The motion was amended to have the stakeholder process first before the Ordinance is
drafted.

June 2, 2015, Board Motion Response

Item 1: Options for Reducing Improper Use and Disposal, Increasing Public Awareness and
Education, and Improving the Current Management System for Pharmaceutical and Sharps
Waste

The July 2, 2015, report (pages 4-6) included a discussion of existing options for managing
pharmaceutical and sharps waste and focused on the broad consensus that take-back and
mail-back programs provide for the environmentally safe collection and disposal of
unwanted pharmaceutical and sharps waste. The report also noted California’s prohibition
on disposing of sharps waste in the trash or recycling bins. The report recommended the
Board adopt an EPR Ordinance, which manufacturers and producers of pharmaceuticals
and sharps develop and fund take-back programs providing collection services that are
reasonably convenient and adequately meet the needs of the population being served. The
California Department of Resources, Recycling and Recovery also recommended Product
Stewardship as the preferred approach to managing pharmaceutical and sharps waste in
their December 2010 report to the legislature, "Recommendations for Home-Generated
Pharmaceutical Collection Programs in California." Options for increasing public awareness
are further discussed in the next Section of this report. :
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Item 2: Partner with the Pharmaceutical Industry to Develop a Public Awareness Campaign to
Educate Residents on the Importance of How to Properly Store and Dispose of Unused
Medication and the Negative Effects to the Environment When Medication Enters the Waste
Stream and Waterways

The Working Group recommends that a concerted effort to raise public awareness, in
concert with the Pharmaceutical Industry and other stakeholders, be initiated following the
adoption of the Ordinance by the Board, which will be submitted for Board consideration
on February 11, 2016. This will reduce potential confusion between current, publicly
financed programs and future programs that may be implemented.

The July 2, 2015, report recommended that the Ordinance contain provisions, which would
allow manufacturers and producers or stewardship organizations the flexibility to design
the Take-Back Program to meet performance goals established by the County. Among these
performance goals would be an expectation that the Take-Back Program include a robust
public awareness campaign. The campaign would need to educate residents on proper
storage and disposal of unwanted pharmaceuticals and sharps waste, and the potential
ramifications to health and safety of residents as well as the environment if these wastes
are not properly disposed. Public awareness of the Take-Back Program will be essential for
successful implementation of the program. The Working Group recommends that full
implementation of a public awareness program take place after the Ordinance is adopted
because it is important to have a safe, convenient and sustainable program in place to
facilitate the collection of unwanted pharmaceutical and sharps waste prior to undertaking
a significant public awareness campaign about improper disposal. This will also ensure
that the public awareness program is funded, since it would be part of the EPR program.

Stakeholder Engagement:

In advance of preparing the draft Ordinance, as directed by the August 11, 2015, motion,
the Working Group has initiated a robust stakeholder engagement process and
Communications Plan. This plan is aimed at increasing awareness about the importance of
proper disposal of pharmaceutical and sharps waste, and current efforts are focused on
communicating about the development of a County ordinance with stakeholders and the
public atlarge. The plan includes the following elements:

e Pharmaceutical Take-Back Webpage - The County has developed a webpage
dedicated to providing those interested a central hub for information related to the
stakeholder process, including meeting details, and the overall purpose of this effort.

The web address is http: //publichealth.lacounty.gov/pharma.htm.

¢ Stakeholder and Public Awareness Meetings - As part of the initial process, two
meetings took place on September 28, 2015, at the Kenneth Hahn Hall of
Administration to allow stakeholders to provide their initial feedback regarding the
Board motion. The meeting included representatives from the Pharmaceutical
Industry, pharmacies, hospitals, product stewardship advocates, environmental
organizations, wastewater agencies, retailers, and sharps manufacturers, which
serve as a Technical Advisory Group for the effort and who will be most directly
affected by the implementation of the Ordinance. The afternoon meeting included
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the general public and other stakeholders. Additional stakeholder and public
meetings will take place during the development process of the Ordinance.

Webinar - The Working Group has set-up a webinar to increase the audience and
facilitate easy access to the meetings live online.

Dedicated E-mail Address (EPR@lacounty.gov) to Obtain Feedback/Input - A
specific electronic e-mail address has been set-up so that members of the public,
stakeholders, and other organizations will be able. to provide comments to the
Working Group for their consideration. Comments expressed by the public, and in
stakeholder meetings, and through mail and e-mail will be reviewed and considered
by the Working Group prior to the final development of the draft Ordinance.

Creation of a Stakeholder Database - The Working Group has developed a
stakeholder database, which includes all stakeholder contact information (industry,
government, working group, etc.), feedback received at stakeholder meetings as well
as which stakeholder provided comments, meeting notes, calendar of meetings, and
resource files. The database has been a valuable resource to maintain coordination
between several departments involved in the Working Group. The database will
provide a mechanism to assure stakeholder feedback is documented in an organized
and easily accessible location.

Announcements of the Public Meetings - Flyers have been created to announce
the initial public meetings. The Working Group expects to continue the use of this
conventional outreach as well as other mediums for timely meeting announcements
to the public.

Invitation to Participate in Meetings with County Representatives - Meeting
invitations have been extended to stakeholders via e-mail including the
pharmaceutical industry and other stakeholders interested in the ordinance
development.

Item 3: Support and Pursue Extended Producer Responsibility Legislation and Take-Back
Programs for Sharps and Pharmaceuticals at the State Level, Consistent with the County’s
Adopted Legislative Agenda and Roadmap to a Sustainable Waste Management Future

The 2015-16 State Legislative Agenda item 2.7.12 directs the County’s Sacramento
advocates and County Departments to “Support legislation that places greater emphasis on
producer/manufacturer responsibility for the environmental impact of their products and
the waste that is produced, and shifts end-of-life management and financial responsibilities
from local governments to producers, in order to reduce public costs and encourage
improvements in product design that promote environmental sustainability” During the
current legislative session only one bill related to EPR and sharps or pharmaceuticals was
introduced in the Legislature, as described below.
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During the first year of the 2015-16 State legislative session, Assembly Bill 1159 (AB 1159)
was introduced by Assembly Member Richard Gordon. AB 1159 would require a product
stewardship organization to submit a product stewardship plan to the Department of
Resources Recycling and Recovery (CalRecycle) by July 1, 2017, for covered products, which
are defined as home-generated sharps waste and household batteries. The Stewardship
Organization would be required to carry-out the plan as a pilot program until January 1,
2024, and to submit annual reports to CalRecycle describing activities of the program and
whether performance standards established by CalRecycle are met.

The County expressed its support to its legislative advocates in Sacramento soon after
AB 1159 was introduced by Assembly Member Richard Gordon. AB 1159 is a 2-year Bill at
the request of the author in order to provide additional time for debate and general
discussion on the merits of the Bill, which may be brought back for legislative consideration
in early 2016. The County will continue to express its support for AB 1159, so long as it
remains consistent with the County’s legislative agenda and will evaluate and support other
relevant EPR Bills related to pharmaceutical and sharps waste, as they arise.

Next Steps

As directed by the Board in the August 11, 2015, motion, the Interim Chief Executive Officer,
the Sustainability Council, and the Working Group are conducting stakeholder meetings to
solicit feedback, analyzing similar ordinances and discussing those ordinances with the
various jurisdictions in the State, and reviewing best practices of EPR implementation from
around the world, prior to drafting the County’s EPR Ordinance.

Upon consideration and adoption of the Ordinance by the Board, regulations will be
developed including a product stewardship plan for the Take-Back Program. The
stewardship plan for the Pharmaceutical Take-Back Program by manufacturers and
producers will include, among other things: (1) collection services; (2) handling and
disposal procedures; (3) public education and outreach strategies; and (4) tracking reports
of disposal amounts, short-term and long-term goals for collection amounts, and
educational and promotional outreach to residents.
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puncture the skin (eg., syringes/needles} that are also used by consumers to inject
pharmaceuticals. The U.S. Environmental Protection Agency (USEPA) states that “reducing,
minimizing, or eliminating leftover drugs represents a very significant opportunity to
improve both ecological and human health while also reducing expenses associated with
medical care and waste treatment”! In addition, improper management of discarded
sharps waste such as needles, syringes, and lancets can pose a health risk to residents,
including certain classes of workers and children.2

The safe dispesal of pharmaceutical and sharps waste is a public safety and environmental
need that calls for safe, convenient, and sustainable disposal options for residents in
Los Angeles County. '

Health and Safety Issues

According to the National Community Pharmacists Association (NCPA), an estimated
200 million pounds of unused or expired prescription drugs are stored in medicine
cabinets across America.® Given the limited waste disposal options available and the fact
that many County residents are unsure of how to safely and properly dispose of
pharmaceutical and sharps waste, there i{s an opportunity for Los Angeles County to take
action to provide additional waste disposal options.

Improperly disposed sharps waste poses an additional set of concerns and risks to health
professionals, pharmacists, law enforcement professionals, and the waste management
industry as these individuals may unexpectedly encounter disposed needles and other
related waste. The USEPA estimates that about 8 million people in the United States use
more than 3 billion needles, syringes, and lancets, collectively known as “sharps,” each
year.t Once used, these sharps are termed “home generated” medical waste, and by State
law,> are prohibited from disposal in regular trash cans or recycle bins. The volume of
home generated sharps waste has been growing in recent years, and many people are
unaware of what to do with their used sharps and end up throwing them in the trash
despite the law. According to the USEPA “people at the greatest risk of being stuck by used
sharps include sanitation and sewage treatment workers, janitors and housekeepers, and
children.”¢ Much of the home-generated waste is sorted and processed before landfilling,
which exposes sanitation workers and others to potentially dangerous conditions.
Accerding to the USEPA, all needle-stick injuries are treated as if the needle were infected
with a disease. Victims of sharps-related injuries face the cost of post-injury testing,
disease prevention measures, and counseling, even if no infection or disease was spread.

' Drug Disposal & Stewardship: Ramifications for the Environment und Human Health (USEPA, Sept. 2014)
< Community Options for Safe Needle Disposal (USEPA, Oct. 2004)

3 DisposeMyMeds.org (NCPA, downloaded June 17, 2015)

+ Community Options for Safe Needle Disposal (USEPA, Oct. 2004)

® California Heaith and Safety Code §118286

* Community Options for Safe Needle Disposal (USEPA, Oct. 2004)
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through the HHW Program would require significant additional resources, which is not
financially sustainable in the long term.

OPTIONS FOR MANAGING PHARMACEUTICAL AND SHARPS WASTE

Existing options for managing pharmaceutical and sharps waste are described below:

DISPOSAL

Disposal practices that involve placing medications in household trash, pouring them down
the drain, or flushing them down the toilet potentially pose a threat to the environment.
The U.S. Food and Drug Administration (FDA) recommends that, if take-back options are not
available, certain pharmaceutical waste “that may be especially harmful and, in some cases,
fatal with just one dose” should be “flushed down the sink or toilet as soon as they are no
longer needed.”™ However, the California Department of Resources Recycling and Recovery
{CalRecycle) notes “weastewater treatment plants are not designed to remove
pharmaceuticals and studies show that exposure to even Jow levels of drugs has negative
effects on fish and other aquatic species, and also may negatively affect human health.
Thus, we recommend households do not dispose of waste medication down the drain or
down the toilet.”1Y

In addition, California Law prohibits the placement of sharps waste in trash or recycling
bins, and requires that sharps waste be placed in special container to minimize the risk of
injury and prevent leakage or expulsion of waste contents during storage and transport.1!
Therefore, home disposal of sharps waste is not an option.

There is broad consensus, including among the FDA,1* USEPA!® and the pharmaceutical
industry,i* that take-back programs that promote incineration disposal methods are the
preferred choice for proper disposal of expired or unwanted prescription and over-the-
counter medication. The USEPA recommends incineration as the preferred method of
disposal to address both environmental concerns and concerns regarding improper use of
pharmaceuticals.’®> The USEPA notes “studies have shown active pharmaceutical
ingredients are present in some groundwater and drinking water, some portion of which is
likely due to flushing [down the drain/toilet]. Further, some limited studies have shown
active pharmaceutical ingredients present in landfill leachate that is collected in municipal
solid waste landfill leachate systems. Incineration of unwanted household pharmaceuticals

9 Disposing of Unused Medicines: What You Should Know {FDA, downloaded June 17,2015)

W Household Medication Waste Disposal {CalRecycle website, downloaded June 17, 2015)

1 California Heclth and Safety Code §6118275-118320

3t Disposing of Unused Medicines: What You Should Know {FDA website, downloaded june 17, 2015)

1 Community Options for Safe Needle Disposal (USEPA, Oct. 2G04)

Y Safe Disposal of Prescription Medication and Environmentai Protection (Pharmaceutical Research and
Manufacturers of America website, downloaded June 17, 2015)

15 Recommendation on the Disposal of Household Pharmuceuticals Collected by Take-Back Events, Mail-Back,
and Other Collection Programs [USEPA Memorandum, Sept. 2012)
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of San Francisco suggests that residents prefer dropping off pharmaceuticals at pharmacies
rather than police stations by a wide margin.i¥

Establishing a Privately Financed Take-Back Program

In November 2008, the Los Angeles County Board of Supervisors adopted a resolution
supporting the principle of Extended Producer Responsibility (EPR). EPR is an
environmental policy approach credited as being officially introduced in Sweden in 19901°
in which a manufacturer or producer’s responsibility for a product is extended to the post-
consumer stage of a product's life cycle. Manufacturers would be required, either
individually or collectively, to establish a comprehensive take-back program, along with a
plan to ensure the program effectively collects the pharmaceutical products at the end of
their useful life. In addition to assuming a share of the costs, EPR can lead to better results
overall since manufacturers know their product and industry better and can design and
operate collection and disposal programs which are more efficient and effective than those
implemented by local governments. A take-back program financed by the pharmaceutical
industry would share the responsibility for managing unused/expired pharmaceuticals and
sharps and relieve the current burden on publicly funded efforts. This program would
include handling the shipping costs incurred through the use of a mail-back option for
consumers. According to the Product Stewardship Institute, the EPR approach has been
successful in managing pharmaceutical and sharps waste for years throughout some
European countries, Mexico, and Canada.<

The State Board of Pharmacy is in the process of establishing regulations for
pharmaceutical take-back within pharmacies. Asthe Drug Enforcement Agency regulations
also allow take-back within hospitals and long-term care facilities when overseen by a
pharmacy, the regulations will include these additional access areas as well.

Generally, EPR programs are more effective when adopted uniformly for a geographically
large area, allowing for improved economies of scale for outreach and collection costs while
minimizing confusion that may arise over the boundaries of local programs. However,
previous attempts to pass Statewide EPR legislation for pharmaceuticals and sharps in
California have not been successful. On July 10, 2012, Alameda County was the first County
in the nation to adopt an EPR ordinance for pharmaceutical waste at the local level
Alameda County's Safe Drug Disposal ordinance was challenged by the pharmaceutical
industry in District Court, and when it was upheld, appealed to the Ninth Circuit Court of
Appeals which also upheld the ordinance. On May 26, 2015, the United States Supreme
Court decided that it would not review the case, leaving the Ninth Circuit Court decision in

18 San Francisco's Safe Medicine Disposal Pilot Program Update {San Francisco Public Utilities Commission, Jan.
2013)

1% The Concepts of Extended Producer Responsibility and Product Stewardship (Institute For Local Self-Reliance
Website, Downleoaded June 25, 2015}

20 Myths vs. Reality: Extended Producer Responsibility for Pharmiaceuticals (Product Stewardship Institute,
factsheet downloaded June 17,2015}
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RECOMMENDATION

The Board directad that the Department of Public Works in coordination with the Chief
Executive Office, County Counsel, the Sheriff, Health Services, Internal Services, Mental
Health, Public Health, and the County Sanitation Districts address the issue of take-back
programs for pharmaceutical products. This EPR Working Group recommends the Board
adopt a pharmaceutical and sharps waste EPR ordinance in which pharmaceutical
manufacturers and producers would develop and fund take-back programs providing
collection services that are reasonably convenient and adequately meet the needs of the
population being served.

PHARMACEUTICAL AND SHARPS WASTE EPR ORDINANCE

The EPR  Working Group recommends that this ordinance require
manufacturers/producers of prescription and nonprescription drugs (including controlled
and non-controlled substances) as well as sharps to develop product stewardship take-back
program(s) to collect and dispose of unused/unwanted pharmaceutical and sharps waste
from consumers. Ordinances adopted by San Francisco, San Matee, and Santa Clara were
modeled after Alameda County’s ordinance, but contain other components, such as over-
the-counter pharmaceutical waste, as well as requiring other best practices. As these other
ordinances have not been tested legally, there is potential risk of legal challenge associated
with including these other components. However, the EPR Working Group has considered
these risks and believe that they are outweighed by the benefits of achieving the policy
goals.

All pharmaceutical manufacturers/producers would be subject to the same requirement to
design and implement a take-back program, and they would be able to choose whether to
meet these requirements individually or by joining with others. Manufacturers/producers
would have the flexibility to design the take-back program to meet performance goals
established by the County. The County would be responsible for oversight of the
program(s), for ensuring that the program(s) are transparent and readily accessible to the
public, and that a thorough outreach program is implemented.

Participation by retail pharmacies, hospitals, and long-term care facilities would be
voluntary, and interested pharmacies would work directly with the pharmaceutical
producers to join the program. Any pharmacies, hospitals, or nursing homes that choose to
participate would provide collection bins for pharmaceutical and sharps waste, contribute
floor space and staff time to manage the collected materials and answer consumers’
questions. The EPR Working Group recommends .that the ordinance authorize
pharmaceutical manufacturers/producers to provide financial incentive to participating
pharmacies. The EPR Working Group also recommends the ordinance require any retail
pharmacy not participating as a collection point, at minimum to advertise options available
for proper disposal, including the locations of participating pharmacies and how to make
use of mail-back programs.
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Board of Supervisors Statement Of Proceedings June 2, 2015

Supervisor Antonovich revised Recommendation Noes. 4 and 5 to request
a report back to the Board in 30 days.

On motion of Supervisor Knabe, seconded by Supervisor Antonovich,
this itermm was approved as amended. (15-2619)
Ayes: 5-  Supervisor Solis, Supervisor Ridley-Thomas,
Supervisor Kuehl, Supervisor Knabe and
Supervisor Antonovich

Attachments: Motior: by Supenvisor Antonovich

Report
Video
Audio
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Page. 2

i, THEREFORE, MOVE that the Board of Supervisaors:

Direct the Director of Public Works, in coordination with the Chief Executive Office
County Counsel; the Sheriff's Department; the Departments of Health Services, internal
Services, Mental Health and Public Health; and the County Sanitation Districts to:

1. Investigate options for reducing improper use and disposal of unused/expired
medications, increasing public awareness and education, and improving the
current management system for unused/expired medications in the County;

2. Partner with the pharmaceutical industry to develop a public awareness
campaign to educate residents on the importance of how to properly store and
dispose of unused medication and the negative effects to the environment when
medication enters the wastie stream and waterways;

2

Actively support and pursue extended producer responsibility legislation and
take-back programs for sharps and pharmaceuticals at the State level, consistent
with the County’s adopted Legislative Agenda and Roadmap to a Sustainable
Waste Management Future;

4. Investigate the feasibility of adopting an Ordinance similar to the pharmaceutical
take-back ordinance adopted by the Counties of Alameda, San Mateo, San
Francisco and Santa Clara;

5. Investigate the feasibility of utilizing the County’s purchasing power to negotiate
producer/pharmacy take-back programs; and

6. Report back within 4 months with findings and recommendations.

¥ # #

MDA evo
pharmaceuticalsdisposal060215
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